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MEMORANDUMFORTHEPru~SII)E~IT 

FROM: BRUCE R. LINDSEY 

SUBJECT: TOBACCO NEGOTIA 

DATE: JUNE 9,1997 

Substantial progress has been made 
remains at least one outstanding issue -

settlement negotiations. While there 
the following is a summary of the 

negotiations to date: 

1. YOUTH ACCESS - The industry 
FDA youth access provisions. In 

to the full substance of the August 28 
industry would agree to the following: 

A. 
B. 

C. 

D. 

E. 
F. 

G. 

H. 
I. 

A ban on all vending ma(;hin 
The placement oftobacco 
consumers; 
The restriction of mail order 
effective mechanism to 

While these provisions 
administrative authority to 
time, not to exceed 7 years, 
States and local gO'fenlInlent:;I 
A(nationwide licensing 
graduated penalties and 
marketing provisions would 
all sellers of nicotine cOlltaini 
distributors, wholesalers, 

the counter and out of reach of 

to conditions that demonstrate that an 
adults. FDA would have the authority to 
mail order sales within two years, if it 

in significant sales to or access to minors; 
into legislation, FDA would be given the 

modify these rules after a set period of 
reduce tobacco use among minors; 

the authority to enact stronger laws. 
of tobacco products)with a system of 

for violations of the youth access and 
The licensing system would apply to 

products, including manufacturers, 

FDA would have the pnmary,': over the enactment of regulations 
concerning these provisions authority over them. However, 
there would be dual enlton;t;n with both the FDA and state attorneys 
general each, being able to "t",VH,'-' provisions and, in addition, the FDA 
would have the power to conp:aSl~[ti]' other state and local authorities to assist it 
in enforcing the rules; 
Enforcement would include um;<;;u, random stings; 
The tobacco industry would utl'nrle of enforcement for both FDA and the. 
state authorities with enlfor,celili§~~~er 
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2. MARKETING and would agree to the full substance of 
the August 28 FDA advertising and provisions. In addition, the industry 
would agree to the following: 

A. (The eliminations of all signs1nClUding all signs in 
6tadiums and arenas and areas, suc as stores that face outwards; 

B. The elimination of all 'cartoon character~ from all advertising 
and from all cigarette 

C. (Additional restrictions on advertisin~regarding the placement 
of point of purchase ads to and number, remove them from the line 
of sight of children and the close proximity to candy and other 
goods likely to attract details of these restrictions have yet to 
be resolved. There has also of restricting point of sale advertising 
in stores within 1000 feet playgrounds to price lists; 

D. (The elimination ofinternet the agreement on the use of whatever 
technology is available to advertisements that are placed on the 
Internet from foreign in the US; 

E. l The prohibition on product movies and on TV, the prohibition on 
any payments or fees to in movies or on TV or to any other 
person or entity to in movies or on TVjand the prohibition 
of any "in-kind" actions to any of these same purposes; 

F. While these provisions will into legislation, FDA would be given the 
administrative authority to modifY these rules after a set period of 
time, not to exceed 7 years, tobacco use among minors; 

G. (An agreement to consent to of all of the advertising restrictions 
contained in the August 28 the above noted restrictions in private 
binding agreements and/or to insulate the restrictions from the 
First Amendment challenges outside the tobacco indUStry;). 

H. FDA would have the over the enactment of regula ons 
concerning these provisions authority over them. However, 
there would be dual with both the FDA and state attorneys 
general, each being able to provisions and, in addition, the FDA 
would have the power to state and local authorities to assist it 
to enforce the rules; 

I. The tobacco industry would of enforcement for both FDA and the 
state authorities with 

1. The portion of these restrictions that relate to purely 
local advertising would not state and local laws. 

3. HEALTH WARNINGS - While authority to require tobacco companies 
to provide health information to . a variety of ways, FDA does not have 
authority over the current warnings The industry would agree to a 
revision of the warning label the current warnings with the more 
specific, more detailed Canadian a warning on addictions-)The 
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warnings would be moved to the package ( and the most prominent 
side of the smokeless tobacco The warnings would appear in the 
Canadian fonnat (the top of the lettering on a black background) and 
occupy at least 25% of the top of package. 

4. ENVIRONMENTAL TOBACCO from environmental tobacco 
smoke would come from the ofHR 3434 (originally introduced by 
Congressman Waxman) that in public places and most workplaces to 
locations that are separately and through which non smokers do 
not pass. Restaurants (excluding and bars would be exempted but 
state and local governments would to enact more restrictive requirements 
governing ETS. This would OSHA to complete its rulemaking) 
Enforcement has not been OSHA or FDA, but enforcement 
authority needs to be shared with General and local authorities. 

~; 

5. - There has been agreement to disclose all 
internal health research related has been discussion about disclosing 
internal memoranda which contain to health, toxicity, addiction, drug 
dependence, and marketing to kids, resolution. The industry has said it does 
not intend to make a public did in its settlement, but has also said 
that ~ will no longer challenge the about the causal link between 
tobacco use and disease and The enforcement mechanism and 
fonn of this new posture is still to be worked out:) At a minimum, no 
tobacco company person speaking with the authorization of, or using funds 
from a tobacco company should or seek to call into doubt the scientific 
conclusions reflected in the Reports General issued prior to the date of 
enactment. Protection from know" hazards of tobacco use could 
be conditioned on the tobacco the scientific merit of these so-
called "commonly known" hazards. 

6. PUBLIC HEALTH FUNDS - An to the Secretary ofHHS in the sum of 
$ , adjusted for the effective date, would be made for the 
following purposes. 

A) $ the following purposes: 

• the reduction of tobacco both by seeking to discourage the 
initiation of tobacco use by the age of 18 and by encouraging 
current tobacco users to quit and non-media education, 
prevention and cessation the sums allocated to the Secretary for 
the purpose, no less than shall be spent in such multi-media 
campaigns designed to de-glamorize the use to tobacco products. 
As one mechanism for provision, the Secretary is authorized to 
contract or make grants to or private entities who are unaffiliated 
with tobacco manufacturers importers and who have a demonstrated 
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8) 

C) 

D) 

E) 

F) 

recordCf working effectively~~ff;e'(j 
media communications canlRl!, 

research into and de'velop:meQYt~~ 
me.thods to reduce the rise 
and exposure; 

identification, testing and 
tobacco constituents of to 

the promulgation of such 
to carry our the provisions 

$.~--:---,--

involvement in reducing 
policies designed to reduce 

$ annually 
how to discourage lIlLIlVIIUUl1J 

individuals to quit using 

tobacco product use and expertise in multi-

dissemination of technologies and 
and injury from tobacco product usage 

health effects of both tobacco and non
and 

regulations as are necessary and proper 

and Drug Administration to carry out its 
of this Act; 

and local tobacco control community 
nrn,lm'.m. designed to encourage community 

the enactment and implementation of 
W()bacco products; 

,t:ar<;n and the development of methods for 
to use tobacco and how to help 

$ of ten( I 0) years to compensate events, 
teams, or entries in such sponsorship by the tobacco industry as a 
result of this Act, or who rectm'e tobacco industry funding to sponsor 
events and elect to replace provided that the event, team or entry is 
otherwise unable to replace industry sponsorship during those given 
years. Funds use for this promote a Quit Tobacco Use theme. After 
a ten year period, no be used for this purpose and the funds 
previously allocated to this be used as follows: %0% to supplement 
funding of the multi-media in paragraph (I) of this subsection; 25% to 
supplemcnt the funding ofth~::Ylffp(c~'tn':nt provisions of paragraph (2) of this 
subsection; and 25% to funding of community action programs in 
paragraph (3) of this subsecltipn 

$ ____ -,-__ a;nmIalll~~~6~(:reltary of Agriculture to provide grants to 
tobacco growing states to implement economic development plans 
for tobacco growing and to compensate tobacco growers 
who elect to forego growing agree to retire their tobacco allotment in 
order to assist them in to an alternate livelihood. Fortobacco 
growers aged 50 or over, as dates if this statute, the grant shall be 
in annual payments based . (15) yea;rs of profit lost from the sale of 
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7. 

8. 

9. 

tobacco under a fonnula to b~proliiiiiij~Lted by the Secretary of Agriculture. For 
tobacco growers under the of the effective dates of this statues, five 
annual payments based lost income over a 10 year period 
beginning with their tobacco. After a 15 year ~ansition 
period, no additional funds for this purpose and campaign in 
paragraph (1) of this supplement the funding of the 
enforcement provisions of this subsection; and 25% to 
supplement the funding of action programs in paragraph (2) of this 
subsection. 

(H) $ organizations, like WHO, to develop 
and implement tobacco cOIlt¢ll1![@i~41~ction policies internationally and 
worldwide. 

TOBACCO CESSATION FUNDS funds to be provided by the industry, 
$ would be PfC)vi,iec(J!ijiH;W'¢co cessation programs and devices for 
those who want to quit and for is an issue. The Secretary ofHHS would 
be authorized to set standards and the approval of cessation programs and 
devices. 

MEDICAID REIMBURSEMENT 
industry, $, _____ _ 

Medicaid costs. An outstanding' 
fundS) One option is to allow the 
to furid the President's children's 

of the funds to be provided by the 
relinOIIf'" the states for tobacco-related 

do with the "federal" portion of these 
the federal portion if they use the money 

"LOOK BACK" PROVISION - be subject to penalties if youth 
tobacco use failed to drop by 30% in 7 years and 60% in ten years. The 
penalty would be based on the tobacco user to the industry over the 
lifetime of the teenager. It would bel'w;irthi'ii]:,\:mJxima,tely $80 million per percentage 
point by which the target was not m(,~~:i,'l 

10. FDA JURISDICTION -

A. Tobacco products would ha*Jl{eAim~ definition as contained in the FDA Rule. 
Jurisdiction would also Own, Little Cigars, Fine Cut, etc. 

B. Tobacco would continue to as a "drug" and a "device" under the 
Food, Drug and Cosmetic ~i!lI!'~ncy' s authority to regulate the products as 
"restricted medical devices" }V.~rnliH5)~le:~pliciltly recognized and tobacco products 
would be classified as a a Class II device pursuant to Sec 513 of 
the Act. The Food, Drug Act would apply to these products as 
provided by the Act and the to the Act contained herein. 

C. The Class II Classification wE~~~it the FDA to require product modification 



., 

of tobacco products, of nicotine content, and would 
provide that the sale of to to adults in the form that conforms to 
Performance Standards tobacco products pursuant to Sec 514 shall 
be permitted 502j and 51Se. Until the establishment of 
the Performance Standards 14,{the FDA would not prohibit the sale 
and manufacture of products now on the market to adults 
solely because they are or because they have not previously 

. been approved as new 
0 

D. FDA would exercise its to inspect, enter manufacturing plants, 
and would have its normal 

enforcement authority. would be given the same proprietary 
protection as information 

E. The tobacco industry would to provide FDA with all research it 
conducts and all non-public it receives that relates to health, toxicity, 
addiction, drug dependence, the FDA would have the power to 
subpoena such information. 

F. L FDA would have the a new system for testing and disclosure 
of nicotine, tar, and other constituents that FDA determines 
the public should know to health. This authority would be 
transferred from the FTC the authority to require additional 
package and advertising after an AP A rule making. The 
FDA would have the tar and nicotine disclosures on both the 
package and ads) The FDA authorities would not be 
circumscribed. 

G. With regard to non tobacco 

• No such ingredient would unless the industry demonstrates that it is 
not hazardous under the of use as it would be used in the 
tobacco product. The on the industry to provide FDA with such 
data pursuant to a rule the agency. As the agency does for other 
products, it would set up a type of testing of each ingredient based 
upon the "best available information provided. Once the industry 
provides such information FDA would be required to review it and 
make a determination in a as to whether it meets the agency's safety 
standards. The safety to new ingredients immediately, but 
there would be a five year for ingredients already in tobacco products 
on the date of enactment. would be done to undermine the 
Massachusetts disclosure in the interim period. 

• The industry would be FDA with a list of ingredients 
(including those in paper as other product components) by brand 
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and by quantity in each 
given to other industries for 

FDA would be permitted to 
information as it does for 
(i.e., a flavoring that had 
tobacco product could be 
in foods.) This is the same 
Massachusetts disclosure 
would not be required to 
concerning these flavorings 

FDA would have its typical 
including the establishment 
quality criteria, pesticide 
greater regulatory burden 
the federal government. 

Products sold that an 
health risk: 

tobacco product 
reasonably be interpreted to 

the same confidentiality protections 

public disclosure of ingredients 
.n;t!llliler that does not disclose trade secrets, 

§!It~~d approved as safe for use in a burning 
same manner as flavorings are disclosed 

public disclosure provided in the 
the five year grace period, the industry 

~los:e confidential, proprietary information 

the manufacturing of the product, 
lanlilfa(:turing Practice Standards, product 

etc. Tobacco farmers would face no 
of other raw products regulated by 

consumer would believe pose less of a 

barred from making claims that could 
a reduced health risk unless the 

d::;~~;~11~~it that the product scientifically did in fact 
Ie from ordinary tobacco products' and in 

manufacturer had 
"significantly reduce the 
that case, 

FDA would have to approve 
and placement of any such 
mislead and to prevent the 

For less hazardous products, 
based specific health claims 
restrictions that apply to 
would reduce harm and 

(direct or implied), as well as the content 
to prevent the public from being 

of, the marketplace. 

be authorized to permit scientifically 
exceptions to the advertising 

if FDA determines that such advertising 
tJu!'rIJ:jlblic health. The FDA would promulgate a 

rule to govern how these dettlJ!pllf~ would be made. 

The industry would be 
risk from tobacco products 

FDA of any technology that reduces the 
~~;;:ror~lRolmrnel~cillil reasonable fee, to cross 

license all such technology, those companies also covered by the same 

I An exemption will be grand fathered in for prq'f~lts. example, currently have the word "light" or other 

similar words in their established product name. seo::~~~~~~~~~ to continue to use that name, however, provided that 
all advertisements for the product state that the name dl the product is safer than other tobacco products on the 
market. 

. ', .. 



obligations. Procedural be built in to resolve license fee 
disputes, if the private among themselves first. If the 
technology reported to the early development stages, the 
manufacturer would be protection during the .-development process. 

1. To further the public health, the production of "reduced risk" tobacco 
products, and to minimize public by insuring that the best 
available, feasible safety the industry standard, the FDA 
would have the authority to Performance Standards to govern product 
modification pursuant to Sec Act: 

• For a period of no less than years~ollowing the effective date of the 
Act, the Product woul be governed by the following 
principles:(rhe agency to adopt performance standards that 
require the modification of products, including the gradual 
reduction, but not the constituents or other harmful 
components of the the demonstration that the modification: 
a) would result in a of the health risks associated with such 
products to the consumer, b) feasible, and c) given the number 
of dependent tobacco the lack of alternatives that are available 
that are currently acceptable market of tobacco users, the products as 
modified meets with acceptance so that it would not result in 
the creation of a significant products that do not meet the 
safety standard. In of the creation of a market in contraband 
products, the FDA could the availability of alternative products 
then on the market. 

The authority to require could be exercised upon a 
showing of "substantial upon the administrative record 
developed through a formal subject to the Administrative Procedures 
Act, with the right of' any such modification shall be subject 
to the current procedures of Reform Act of 1996 to provide time 
and a process for Congress should it so choose. 

• Separate from the 514 Performance Standard noted 
above, the agency would authority to promulgate ceilings on tar and 
nicotine yields in tobacco gradually reduce but do not eliminate the 
presence of these . 10 year time period pursuant to agreed 
upon levels, unless the the reduction would not reduce mortality 
and morbidity. 

• The agency would also have to mandate the introduction of "less 
hazardous tobacco feasible, after a formal rule 
making subject to the Act with the right of judicial 
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review. The goal of any rulerriiiii~~rg the introduction into the marketplace of 
"less hazardous tobacco the technology exists is to guarantee 
that a mechanism exists to which appear to hold out the hope 
of reducing risk are actually made available in the marketplace and not 
held back. 

• l After the initial twelve (12) ~ellTli~ the agency would be permitted to set 
product safety standards th",t Ion the standards it is authorized to set 
pursuant to the above noted procedures and, if it does so, it shall be 
guided by the following eXIJ$l~~JlL!!lciple:s: The agency would be permitted to 
require the alteration of to then being marketed, including the 
elimination of nicotine and harmful component!.-UJ;:IH'", 

producq provided: a) the would result in a significant verall ? 
reduction of the health risks associated with tobacco produc s, ) the 
modification is and c) given the number of dependent 
tobacco users then in availability and demonstrated market 
acceptance of alternated the market, the modification would not 
result in the creation of a in contraband products that do not 
meet the safety standard. In the overall health benefit of a change, 
the agency may take into factors, such as the effectiveness of 
smoking cessation then on the market. 

Given the significance of the agency would be permitted to require 
the elimination of nicotine e-;511C<li1 other action that would have an effect 
comparable to the elilmiIlatiio~jtlP'flii:8~!rne based upon "substantial evidence" 
pursuant to a Part 12 and comment rule making with a right to 
judicial review. Any such . be phased in, and no such phase shall begin 
in less than two years, to a meaningful Congressional review 
pursuant to the current Regulatory Reform Act of 1996. 

K. Enforcement - FDA would h~j~.ll1tit£:n~tmal enforcement authority. Such authority 
would be supplemented by parallel enforcement by state attorneys 
general and enforcement to the licensing system noted above. 
In addition, competitors would be able to bring actions against 
others in the industry who had violated their obligations under the 
Act or other relevant laws. 

Il. CIVIL LIABILITY - (to be added b\p",-" 
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Summary of Tobacco Settlement Proposal 
-- DRAFT--

Industry Financial Commitment 

Total commitment of about $370 billion over Fe years, including up-front commitment of 
$10 billion in-"PLJip&l·Nfi<1gcs" to HHS and annual paYIllepts as outlined below . .!l-
""",-..u. :r lj,. ~ j (p i. ~ 'I g,l 0 ..., J J l- '<r 

Annual Payment b!~'{}he:' 
.,,-
Funds Transferred To Use of Funds 

$8 billion All States and HHS (Fed gov't Reimburse Medicaid costs. 
share is 57%) Specifically provides $20 

billion over 5 years to fund 
children's health coverage at 
level of Hatch-Kennedy 

$4 billion Individual plaintiffs (any Liability awards 
annual excess will go to HHS) -

./ 

I ~.5 billion HHS, USDA Counter advertising; smoking 
research; farmer transition 

;' 
program ~ 

~.5billion HHS Smoking~ssation and state 
and !6cal tobacco control 
programs (ASSIST 
expansion) 

Public Health Provisions 

FDA Anthority. This is a critical issue still under discussion. While preserving FDA 
regulation of tobacco as a "drug-delivery device" under the Food, Drug, and Cosmetic Act, 
the negotiators have considered placing some limits on FDA's ability to regulate nicotine 
and other cigarette ingredients in the next 12 years, and modifying the regulatory criteria 
and process somewhat. 

Youth Access Restrictions. Codifies FDA rule. In addition, among other things: bansJ!ll 
vending machines, requires tobacco products to be behind the counter; and establishes a 
nationwide licensing system for tobacco retailers with graduated penalties and supervision. 
FDA and state attorneys general would have joint enforcement authority over FDA 
provisions, and industry would fund enforcement effort. May prohibit FDA from 
modifying agreed-to provisions for up to 7 years. 

Marketing and Advertising Codifies FDA rule. In addition, among other things: 
eliminates all billboards and outdoor signs; eliminates all human images and cartoon 
characters from all advertising and from all cigarette packages; places further restrictions on 
store placement of ads; prohibits product placement in movies and on TV. FDA and state 
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attorneys general would have joint enforcement authority over these provisions, and 
industry would fund enforcement effort. May prohibit FDA from modifying agreed-to 
provisions for up to 7 years. 

Counter advertising Funds a national, sustained counter-advertising campaign, similar to 
previous campaigns in California and Massachusetts. 

Health Warnings. Revises the warning label system. Requires new black and white 
Canadian-style warnings occupying at least 25 percent of the front of the package. New 
possible warnings include: "WARNING: Cigarettes are Addictive;" and "WARNING: 
Smoking Can Kill you." 

Smoking Cessation. Industry would provide funds to the Federal government to subsidize 
smoking cessation programs for those who want to quit. 

State and Local Tobacco Control. Industry would fund state and local tobacco control 
activity modeled on HHS's ASSIST program. The grant program currently covers a limited 
number of states, and would be expanded to all states. ". 

Environmental Tobacco Smoke. Embraces Congressman Waxman's proposal to restrict 
tobacco use inpublic places and most workplaces to locations separately ventilated to the 
outside that non-smokers don't pass through. Exempts bars and certain restaurants. 

Industry Accountability and Disclosure 

Youth Smoking Targets. The industry would be subject to penalties if youth tobacco use 
fails to drop by 30 percent in 5 years, 50 percent in 7 years and 60 percent in ten years. The 

,..A 0., +,_ok ~<t" 
r---- ... 

penalty is $80 million per percenta~e.poi t under t&rget, I 

Document Disclosure. AI~documents ~ would have seeR fe. ealed thfotlgh the 
Iitigatisfi process would be made public and the industry would make public its health
related research in the future. 

Monitoring of Corporate Behavior. To ensure industry complies with the law, 
manufacturers would be required to develop detailed compliance plans; corporations would 
be required to set up incentive plans to encourage compliance; and industry would be 
required to use auditors and report on behavior to shareholders. 

Liability t.P c1.9 
t....- ./. .. J .. 

Right to Sue! Limitation on Damage Awards. Does not abridge rights of individUals to v---~ l.........
sue, but limits individual damage awards to no more t?a~ $1 million in one year.' Prohibits h - J 
class actIOn SUitS. Sets up $4 btlhon annual fund for hablhty payments. Prohibits pumttve f,- J. 
damages for past actions. InduEtl7' wOlda mal(e ORe time $10 billion "punitive" paYIlient to J-.~ 
the-Federal-govemmeHt fer post bebayjor,J., ~ 

,?~ ..t--..LJ/ v, rf~J +- r- J. +L. ··~-~tlJ..j , , l 'X '-"- ~ J.- L "'-'-.... J-.. d-L. I-.9..L.. -
~~1 (J:j L ~O(~J ~ '~rr:-t;: J --y- . ~ 

..A J'- , -A -f-., p-f"" <rio ~ ..:J;...l 11 L - , 
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DRAFT 

CAMPAIGN rov TOBAC£o-FRfE irA} 
Summary of public-health provisions that have been tentatively agreed to as part of the 
ongoing settlement talks with the Attomeys General, the tobacco industry and public 
health advocates. 

1. Youth Access 

The full substance of the August 28. 1996 FDA youth access provisions have been 
agreed upon. 

The FDA rule: 

• Bans sales to kids under 18; 

• Requires proof of age; 

• Limits, but does not ban vending machines; 

• Limits self-service displays, but permits tobacco to be displayed on the counter; 

• Establishes the minimum pack size at 20 and prohibits the sale of single cigarettes; 

• Bans free sampling; and 

• Uses FDA's normal enforcement tools with enforcement funding subject to annual 
Congressional appropriations. 

In addition the tobacco industry has agreed to: 

• A ban on all vending machines; 

• The placement of tobacco products behind the counter and out of reach of 
consumers; 

• Further restrictions of mail order sales. subject to conditions that demonstrate that 
an effective mechanism exists to restrict sales only to adults; 

• A nationwide licensing system for all sellers of tobacco products with graduated 
penalties and license suspensions for violations of the youth access and marketing 
provisions to be established. The licensing system shall apply to all sellers of 
nicotine - containing tobacco products. induding manufacturers, distributors. 
wholesalers. retailers and importers; 

• Full funding from money paid by the tobacco industry for enforcement by FDA and 
state and local authorities; 

• States and local governments would not be preempted from enacting stronger laws; 
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• Dual enforcement authority with both the FDA and state attomeys general. each 
being able to enforce these provisions. In addition. the FDA will have the power to 
contract with other state and local authorities to assist it to enforce the rules; and 

• Enforcement to require unannounced, random stings. 

2. Marketing and Advertising 

The industry has agreed to the full substance of the August 28, 1996 FDA youth 
advertising and marketing provisions (which were struck down in Federal District court 
but which have been appealed): 

The FDA rule before the court ruling: 

• Text-only ads in youth oriented magazines and newspapers; 

• Ban brand name event sponsorship; 

• Limit billboards near schools and limit billboards to text only with no color; 

• Ban use of non-tobacco brand names on tobacco products; 

• Ban advertising on non-tobacco products, like clothing and gear; 

• Ban offers of non-tobacco items or gifts based on proof of purchase; and 

• Require ads to carry FDA-mandated statement of intended use. 

In addition to the FDA provisions above, the industry has also agreed to: 

• The elimination of all billboards and outdoor signs, including all signs in stadia and 
arenas and signs that face outwards in enclosed areas, such as stores; 

• The elimination of all human images and cartoon characters from all advertising and 
from all cigarette packages; 

• Additional restrictions on point of purchase advertising regarding the placement on 
point of purchase ads to limit their size and number, remove them from the line of 
sight of children and remove them from close proximity to candy and other goods 
likely to attract children; 

• The elimination of internet advertising and the agreement on the use of whatever 
technology is available to make tobacco advertisements that are placed on the 
internet from foreign countries inaccessible in the US; 

• The prohibition on product placement in movies and on TV; 

• The prohibition on any payments or fees to celebrities to smoke in movies or on TV 
or to any other person or entity to glamorize tobacco use in movies or on TV, and 
the prohibition of any "in-kind" actions to accomplish any of these same purposes; 

2 
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• Without limiting the FDA's normal authority, limits on the use of words. such as 
"light". that currently appear in some product names and that could be 
misinterpreted as health daims; 

PACE 4/7 

• Protection against First Amendment challenge: an agreement to consent to the 
placement of all of the advertising restrictions contained in the August 28, 1996 FDA 
rule plus the above noted restrictions in consent decrees to insulate the restrictions 
from First Amendment challenges by parties outside the tobacco industry; 

• Dual enforcement authority with both the FDA and state attorneys general, each 
being able to enforce these provisions. In addition, the FDA will have the power to 
contract with other state and local authorities to assist it to enforce the rules; and 

• Funding from the tobacco industry to pay the cost of enforcement for both FDA and 
the state authorities with enforcement power. 

3. Public Education/Counter Advertising 

The tentative agreement with the tobacco industry indudes: 

• Funds for the largest. most-sustained nationwide public education/counter 
advertising program ever done for tobacco or for any other public health hazard. 
The campaign would be similar to those campaigns in Massachusetts and 
California. The program would operate independent of the tobacco industry, which 
would have no say over the content or placement of the program. Funding for the 
program would be guaranteed, and to the extent possible. the program would be 
insulated from political pressure. 

4. Health Warnings 

• There would be a dramatic revision of the warning label system. The current system 
would be replaced with the far more specific, more detailed eight Canadian 
warnings. 

They indude warnings, such as: 

• 'WARNING: Cigarettes are Addictive"; 
• 'WARNING: Cigarettes Cause Cancer"; 
• 'WARNING: Smoking Can Kill You"; and 
• 'WARNING: Tobacco Smoke Causes Fatal Lung Disease In Non- Smokers" 

• The warnings on packages would be moved to the front of the cigarette package 
and the most prominent side of the smokeless tobacco product package. 

• The wamings WOUld appear in the Canadian format (the top of the front with white 
lettering on a black background). The warning would occupy at least 25 percent of 
the top of the front of the package. All warnings would appear simultaneously on 
tobacco packages and would be rotated quarterly on ads by brand. 

3 
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5. Full Disclosure 

Under the possible agreement: 

• Decades of deception would come to an end and the industry would tell the truth 
about what it knows. 

• All documents which would have been revealed through the litigation process would 
be made public and the industry would agree to make public its health-related 
research- in the future. 

6. Youth Smoking Targets 

• The industry would be subject to penalties if youth tobacco use fails to drop by 
30 percent in 5 years, 50 percent in 7 years and 60 percent in ten years. The 
penalty would be based on the value of a teen tobacco user to the industry over the 
lifetime of the individual. It would be worth approximately $80 million per percentage 
point by which the_ target was not met. 

7. Funding for State and Local Tobacco Control Activity 

Active state and local tobacco control efforts have been proven successful in reducing 
tobacco use. Current programs are under funded and funding for these programs is in 
jeopardy. 

Under a possible agreement: 

• State and local tobacco control activity modeled after the successful ASSIST 
program would be funded out of tobacco industry funds. permitting the ASSIST 
program to be funded in every state from these funds. 

8. Tobacco Cessation 

Under a possible agreement: 

• Out of funds to be provided by the industry. funding would be provided for tobacco 
cessation programs and devices for those who want to quit and for whom cost is an 
issue. These funds would be available to individuals nationwide. 

9. Protection from Environmental Tobacco Smoke 

Under a possible agreement: 

• Protection from environmental tobacco smoke would come from the enactment of 
the text of HR 3434 (the bill originally introduced by Congressman Waxman) that 
restricts tobacco use in public places and most workplaces to locations that are 
separately ventilated to the outside and through which non-smokers do not pass. 

4 
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To avoid heavy opposition from the hospitality industry. restaurants (excluding fast 
food restaurants). casinos, bingo parlors, and bars would be exempted. 

• The feelerallaw would not preempt state and local govemments from retaining or 
enacting more restrictive requirements goveming ETS. 

10, Monitoring Corporate Behavior 

The tobacco industry has the most irresponsible corporate record of any industry in the 
United States. Currently, no mechanism exists to ensure that the industry complies 
with the letter or the spirit of existing law. 

Under a possible agreement: 

• Manufacturers would be required to develop detailed compliance plans describing 
how they intend to comply with the law and monitor their own employees behavior. 

• Corporations would be required to set up incentive plans to encourage compliance 
and intemal compliance checks to catch and report violations. 

• Corporations would be required to establish a corporate code of behavior with 
outside monitors, a system of auditing, and reports to shareholders and the FDA. 

11. General Authority of the FDA 

FDA's authority over tobacco products as "drugs' and "devices" has been upheld by the 
trial court in North Carolina and is now on appeal. To date, the FDA has only sought to 
exercise its authority by establishing youth access and marketing rules, but it has far 
broader authority. 

Under the tentative agreement: 

• The judicial challenge by the tobacco industry would be dropped and FDA's 
authority explicitly recognized. Therefore, tobacco will continue to be categorized as 
a "drug" and a "device" under the Food, Drug and Cosmetic Act and the agency's 
authority to regulate the products as "restricted medical devices" will be recognized. 

• FDA would exercise its normal authority to inspect, enter manufacturing plants, 
demand certain records and record keeping, and would have its normal enforcement 
authority. 

• The tobacco industry would be required to provide FDA with all research it conducts 
and all non-public information it receives that relates to health. tOXiCity, addiction, 
drug dependence. 

• In general, FDA's powers to regulate tobacco, including nicotine, would not be 
circumscribed. The details of this are still being negotiated. 

12. Tobacco Industry Liability 

5 
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The tobacco industry has lost only one court challenge in its history and only Liggett 
has actually paid any money in damages. Nonetheless, the tobacco industry faces 
unprecedented court challenges today. The issues about the tobacco industry's future 
liability are still being discussed, but several facts are already known if there is an 
agreement: 

• The rights of individuals to sue will not be abridged. 

• There will be no limits on individual judgments. 

• Whether or not individuals have greater success in the future in court against the 
tobacco industry than they have had in the past, the tobacco industry will be 
required to pay billions of dollars to victims and public health causes for the harm 
done by their products. 

• In return for the industry's commitment to pay several billion dollars a year, whether 
or not there are any judgments against it, it has been proposed to cap the overall 
damages the industry would pay through litigation in anyone year. It is highly 
unlikely that this fund would be exhausted in anyone year. However, if this were to 
occur, then payments to individuals winning cases against the industry would be 
extended oiler more than one year. This would not result in restricting the overall 
award an individual could receive, but it could lead to a delay in the total payment 
Any money from the annual fund not won through litigation would then be 
transferred to national public health, anti-tobacco programs and would not revert to 
the tobacco industry 

• While industry requests for broader protection are no longer on the table, there do 
remain unresolved issues conceming whether tobacco cases could be brought as 
class actions and whether preemptive damage claims to be paid out of the fund 
would be permitted. 

6 



THE WHITE HOUSE 

WASHINGTON 

June 18, 1997 

MEMORANDUM FOR THE PRESIDENT 

FROM: 

SUBJECT: 

BRUCE REED 
ELENA KAGAN 

TOBACCO STATEMENT 

Attached is a new draft of a statement on tobacco, reflecting our meeting this afternoon. 

s~, 1~\\ Yl.,"} 
j:: tXL<';-Ie 'I V' 

I 

J ~~.-(~cJ~/5,~5 -;;:-:::::::r=--

·fU;J 

~ {2 ~ r
J2Je(~ 



..... 

We understand that the Attorneys General are considering whether to provide the tobacco 
industry with protection from punitive damage awards in exchange for further concessions on the 
part of the industry to protect the public health. If the Attorneys General conclude that they have 
gotten sufficient extra concessions from the industry to merit giving up on punitives, tl\en we 
will respect their judgment and not oppose the settlement on this basis. For us, the key ·question 
has never been whether a settlement will allow smokers and their lawyers to receive damages 
above actua1losses; the key question is whether the settlement will advance the public health 
and, in particular, keep children safe from the harm of tobacco products. 

We are not now in any position to determine whether the entire settlement advances the 
public health, because we have not yet had a chance to review the actual terms of any settlement 
agreement. We will subject any settlement to rigorous evaluation and review, including 
consultations with outside experts, to decide whether the terms, taken as a whole, are in the 
interest of the public health. We will be particularly attentive to the piece of the settlement 
agreement dealing with FDA jurisdiction. The actions the FDA has taken under this 
Administration forced the industry to the bargaining table, and we will insist that the FDA has all 
necessary authority to regulate nicotine and tobacco products. 

We must recognize that implementation of any agreement will need Congressional 
approval and that Congress may attempt to modifY the agreement's terms. Even if we determine 
that the agreement as drafted by the parties fully protects the public health -- and we have not 
now made this determination -- we also must be satisfied that the implementing legislation 
advances this interest. Accordingly, we will oppose any part of the agreement going into effect 
until Congress has sent us the implementing legislation in a form that meets our requirements. 
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Record Type: Record 

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP 

cc: 
Subject: Hand out for 12:00, for your review 

Outline of Working Group Analyses 

I. Brief description of issue area(s) 

II. Public health/public interest goals (e.g., effect on children's smoking, adult smokers, 
addictiveness/safety of product, recovery of Medicaid costs, etc.) 

III. Long-term analysis without a settlement 

A. Current and planned activities (expected benefits; timing; litigation 
risk) 

B. Additional possible actions (expected benefits; pros and cons) 

IV. Long-term analysis witl1 a settlement 
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Q&A on Tobacco Settlement 
June 20, 1997 

Q. Did the Administration help close the deal? 

A. No. My staff monitored the talks closely so that we would be in a position 
to evaluate and respond to any possible settlement. We consistently told the 
parties that they would have to close an agreement on their own, and they 
were able to do so without any help from the Administration. 

Q. How will you proceed? 

A. I have asked my Domestic Policy Advisor, along with the Secretary of Health 
and Human Services, to undertake a thorough public health review of this 
agreement. They will consult with all interested agencies, members of 
Congress, and the public health community. 

Q. How long will the review take? 

A. The review will take as long as necessary to conduct a careful analysis, but 
we will seek to work promptly and expeditiously. We expect this to be a 
matter of weeks, not months. 

Q. Dr. Kessler and Dr. Koop have asked in a letter to you that you give them 30 
days to complete their own review before signing off on anything. Are you 
going to wait? 

A. I intend to consider closely the views of the public health community, 
including Drs. Koop and Kessler, before rendering any judgment on the 
settlement. But it is premature to commit to any firm timetable for reaching 
my conclusion. 

Q. What will you look at in evaluating this agreement? 

A. We will evaluate whether this agreement protects the public health -- and 
particularly the health of our children. We will pay special attention to the 
part of the agreement dealing with FDA jurisdiction. The actions the FDA 
has taken under this Administration forced the industry to the bargaining 
table, and we will insist that the FDA has all necessary authority to regulate 
nicotine and tobacco products. We also will carefully review the financial 
terms of the settlement, including whether the money will go toward 
protecting the health of our children and the general public. 

Q. The final deal limits punitive damages -- a key concession to the tobacco 
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industry. Won't you oppose that given your previous opposition to caps on 
punitive awards? 

A. The limitation on punitive damages for past misconduct is not a deal-breaker 
for us. We understand that the attorneys general extracted substantial 
concessions from the tobacco companies for this limitation, and we will 
evaluate whether the agreement as a whole advances the nation's public 
health interests. 

Q. Are you taking a political risk in considering approval of this settlement? 

A. This isn't about politics; it's about protecting the public health. We didn't 
think about politics when we took on the tobacco companies last year with 
our announcement of the FDA rule. And we won't look to politics now in 
evaluating this agreement. 
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SUMMARY OF THE PROPOSED RESOLUTION 

The proposed resolution, which would be implemented through legislation and a binding 
contractual protocol to be entered into by participating members of the tobacco industry, 
mandates a total reformation and restructuring of how tobacco products are manufactured, 
marketed and distributed in the United States: 

(1) by seeking to prevent underage access to, and dramatically reduce underage use of, 
tobacco products; 

(2) by confirming the Food & Drug Administration's authority to regulate tobacco 
products under the Food, Drug and Cosmetic Act, with certain provisions applicable to tobacco 
products; 

(3) by mandating changes in the corporate culture of tobacco companies; 

(4) by setting national requirements limiting smoking in public places (with State and 
local governments remaining free to set more stringent requirements); 

(5) by requiring that the participating members of the tobacco industry pay hundreds of 
billions of dollars to fund medical research; public education; cessation programs; health-care 
costs incurred by federal, state and local governments; and federal and state enforcement of the 
restrictions imposed by the proposed resolution; 

(6) by preserving the rights of individuals to sue the tobacco industry; 

(7) by ensuring that members of the tobacco industry who seek to avoid the strictures of 
the new regime will be held fully accountable for any injuries their products may cause; and 

(8) by establishing a comprehensive regime of federal regulation and federal and state 
enforcement to implement these requirements. 

The principal details follow. 

1. Prevention of Underage Use of Tobacco Products 

The proposed resolution strikes at the core problem of underage consumption of tobacco 
products. The Food & Drug Administration ("FDA") and other public health authorities have 
concluded that virtually all new consumers of tobacco products are under legal age. The 
proposed resolution attempts to cure what the FDA has termed a "pediatric disease" by 
drastically curtailing advertising and marketing practices that have been criticized as appealing to 
minors; by imposing strict controls restricting the sale of tobacco products to adult consumers 
only; and by requiring dramatic reductions in the levels of underage use, with the tobacco 
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industry to pay substantial economic surcharges ifthe required reductions are not met. In so 
doing, the proposed resolution incorporates all of the restrictions in the current FDA rule, and in 
many instances goes substantially beyond them. 

A. Curtailment of Advertising 

With the specific consent of the tobacco companies participating in the proposed 
resolution, virtually all forms of non-text tobacco advertising accessible by adolescents will be 
banned. The proposed resolution would, among many other things: 

I. Prohibit use of human images and cartoon characters -- such as Joe Camel and the 
Marlboro Man -- in all tobacco-product advertising. 

2. Ban all outdoor tobacco-product advertising, including advertising in enclosed 
stadia and advertising inside a retail establishment that is directed outside:. 

3. Except for advertising in adult-only facilities or adult publications, limit t~bacco
product advertising to black text on a white background. 

4 Ban sponsorships (including concerts and sporting events) in the name, logo or 
selling message of a tobacco brand. 

5. Ban all non-tobacco merchandise (such as caps, jackets and bags) bearing the 
name, logo or selling message of a tobacco brand. 

6. Ban direct or indirect payments for tobacco product placement in movies, 
television programs and video games: 

7. Prohibit direct and indirect payments to "glamorize" tobacco use in media 
appealing to minors, including live and recorded music performances. 

8. Prohibit tobacco-product advertising on the Internet unless it is designed to be 
inaccessible in or from the United States. 

B. Access Restrictions 

The proposed resolution will also sharply restrict adolescents' access to tobacco 
products. Without preventing state and local governments from imposing stricter measures, the 
proposed resolution would incorporate every access restriction embodied in the current FDA 
rule, and would add additional significant restrictions. The access restrictions include: 

I. Setting a minimum age of 18 to purchase tobacco products. 
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2. Establishing a requirement of face-to-face transactions for all sales of tobacco 
products. 

3. Requiring retailers to check photo identification of anyone under 27. 

4. Banning all sales of tobacco products through vending machines. 

5. Banning self-service displays of tobacco products except in adult-only facilities. 

6. Banning the distribution of tobacco products through the mail except for sales 
subject to proof of age (with subsequent FDA review to determine if minors are 
obtaining tobacco products through the mail). 

7. Imposing retailer compliance obligations to ensure that all displays, advertisin~, 
labeling, and other items conform with all applicable requirements. 

The access restrictions would be coupled with an entirely new system of 
enforcement to ensure that these provisions are meaningful in practice. The proposed resolution 
mandates minimum federal standards for a retail licensing program: lIDX entity that sells directly 
to consumers -- whether a manufacturer, wholesaler, importer, distributor or retailer -- would 
need to obtain and maintain a license. Sellers would be subjected to stiff penalties and 
potentially to suspension or loss of their licenses if they do not comply with the access 
restrictions, The federal government and state and local authorities would enforce these access 
and licensing provisions through funding provided by annual tobacco industry payments. 

The proposed resolution also contains powerful economic incentives for the states 
to do their part to reduce underage tobacco use and to enforce the access restrictions. States are 
required to achieve levels of compliance with the access restrictions within their borders of 75% 
by the fifth year after enactment of the proposed resolution, 85% by the seventh year and 90"/0 by 
the tenth year and each year thereafter. States that fail to do so would lose a significant portion 
of the health-care program funds that would otherwise be allocated to them out of the payments 
to be made by the tobacco industry (which are described below). Funds withheld from states on 
this basis would, in turn, be reallocated to those states that demonstrated superior "no sales to 
minors" enforcement records.-

C. "Look Back" - Economic Surcharges on the Tobacco Industry if Underage 
Use is not Greatly Reduced 

The proposed resolution would give the tobacco industry powerful economic 
incentives to further the goal of dramatically reducing underage tobacco use by imposing 
surcharges on the industry if required reductions are not achieved. The proposed resolution's 
"look back" provision establishes steep required reductions in the level of underage tobacco use 
from estimated levels over the past decade: for underage cigarette use, 30% by year 5 after 
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enactment of the proposed resolution, 50% by year 7 and 60% by year 10, with incidence 
remaining at such reduced levels thereafter; for underage smokeless tobacco use, 25% by year 5, 
35% by year 7 and 45% by year 10, likewise with incidence remaining at such reduced levels 
thereafter. (These required reductions amount to even steeper declines from estimated current 
levels of underage cigarette use.) 

F or any year in which these required reductions are not met, the FDA must 
impose a mandatory surcharge on the participating members of the industry in question (cigarette 
or smokeless tobacco) based upon an approximation of the present value of the profit the ) 

- companies would earn over the lives of all underage consumers in excess of the required 
reduction (subject to a $2 billion annual cap for the cigarette industry (as adjusted for inflation) 
and a comparably derived cap for the smokeless tobacco industry). Tobacco product 
manufacturers could receive a partial refund of this surcharge (up to 75%) only after paying the 
assessed amount and only if they could thereafter prove to the FDA that they had fully complied 
with the resolution, had taken all reasonably available measures to reduce youth tobacco usage 
and had not acted to undermine the achievement of the reduction goals. -

2. Regulation of the Tobacco Industry 

The proposed resolution mandates new warning labels, requires the industry to 
disclose research on the health effects of its products and information about non-tobacco 
ingredients, makes industry-funded cessation programs available to persons who want to quit, 
and endows the FDA with extensive regulatory powers over the tobacco industry in this country. 

A. Warnings and Labeling 

The proposed resolution first requires a new set of rotating warnings to be placed 
on packages of tobacco products. Their content -- such as "WARNING: Smoking can kill you" -
- follow requirements in other countries, such as Canada. Their location is to be more prominent 
than previous warnings: 25% of the front of cigarette packs (at the top of the pack) and 25% of 
the principal display panel of smokeless tobacco products. 

In addition, the proposed resolution would expand the health warning concept as 
applied to advertising. For example, without limiting the FDA's normal rulemaking authority, 
the proposed resolution (I) would require that use of currently employed descriptions such as 
"low tar" and "light" be accompanied by a mandatory health disclaimer in advertisements; and 
(2) prohibit the use of any health claims without review by the FDA. The FDA would also have 
the corresponding power, but not the obligation, to modify advertising restrictions with respect to 
tobacco products that it concludes present sufficiently reduced health risks. 

8. Disclosure of Health Research and Information 

To ensure access by the FDA to full information about the health effects of 
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tobacco products, the proposed resolution imposes a series of comprehensive disclosure 
obligations on the tobacco industry. First, the industry is required to disclose to the FDA 
previously confidential internal laboratory research relating to health, toxicity, addiction and I 
drug dependence, and is under a continuing obligation to disclose to the FDA all such ·research 
generated in the future (with protection for proprietary information and applicable privileges). 
Second, industry documents produced (or to be produced) in the pending Attorney General 
actions and other litigations relating to smoking and health, addiction or nicotine dependency, 
"safer" or "less hazardous" cigarettes and underage tobacco use and marketing will be made 
available to the public in a national tobacco document depository. To the extent the industry 

- continues to assert that any such documents are covered by privileges or protections, the 
proposed resolution provides for a binding, fast-track procedure by which any interested person 
may challenge such assertion before a specially appointed federal court. Finally, any subpoena 
authority that the FDA has with respect to manufacturers of other devices would also apply to 
tobacco manufacturers. 

The proposed resolution also institutes new and greatly expanded disclosUre 
obligations with respect to non-tobacco ingredients. The tobacco industry is required to disclose / 
to the FDA the identity and amount of non-tobacco ingredients used in each brand. The industry 
is also required to disclose ingredient information to the public to the same degree that current 
federal law requires for food products (roughly, the identity of ingredients -- other than 
flavorings -- in descending order of quantity). 

C. Cessation Programs 

The proposed resolution provides funding for people who want to quit using 
cigarettes or smokeless tobacco. The proposed resolution authorizes the FDA to accredit ( 
cessation programs and techniques that it determines to be effective. Those cessation programs 
and techniques are then to be made available to members of the public, to be paid for by funds 
provided under the proposed resolution by the tobacco industry. 

D. RegUlation of Tobacco Products 

The proposed resolution would impose a regulatory regime to govern the 
manufacturing, content and development of tobacco products in this country. This regime would 
include FDA approval of the ingredients used in tobacco products and the imposition of 
standards for reducing the level of certain constituents, including nicotine. 

First, the proposed resolution subjects the tobacco industry to the "good 
manufacturing practice" standards comparable to those applicable to other FDA-regulated 
industries, but tailored specifically to tobacco products. These standards include requirements 
regarding quality control systems, FDA inspections (including inspections of facilities and 
certain records), and record-keeping and reporting. At the same time, the proposed resolution 
makes clear that tobacco farmers face no greater regulatory burden than the producers of other 
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raw products regulated by the federal government. 

Second, the proposed resolution greatly expands federal regulatory authority over 
the non-tobacco ingredients used in tobacco products. In addition to requiring full disclosure of 
these ingredients to the FDA, the proposed resolution requires manufacturers to submit within 5 
years a s'afety assessment for ingredients currently used, and to obtain the FDA's preapproval for 
any new ingredients. The FDA would have authority to disapprove an ingredient's safety. In 
connection with this process, manufacturers are required to have procedures for the selection, 
testing, purchase, storage, and use of ingredients; to keep records regarding the foregoing; and to 

- allow FDA access to such records, with protection of proprietary information. 

Finally, the proposed resolution gives the FDA substantial authority over product 
development by imposing a regulatory regime that would, among other things, set standards for 
the reduction of certain constituents, including nicotine, to encourage the development of 
"reduced-risk" tobacco products. 

3. Changes in Corporate Culture 

The proposed resolution requires fundamental change in the way participating 
members of the tobacco industry do business in order to ensure that they comply with the spirit, 
as well as the letter, of the proposed resolution. 

Participating manufacturers are required to create, and to update each year, plans 
to ensure compliance; to identify ways to reduce underage use of tobacco products; and to 
provide internal incentives for reducing underage use and for developing products with reduced 
risk. 

Participating manufacturers must also implement compliance programs setting 
compliance standards and procedures for employees and agents that are reasonably capable of 
reducing violations. These programs must assign to specific high-level personnel the overall 
responsibility for overseeing compliance; forbid delegation of substantial discretionary authority 
to individuals who have shown a propensity to disregard corporate policies; establish training or 
equivalent means of educating employees and agents; and institute appropriate disciplinary 
measures and steps to respond to violations and prevent similar ones from recurring. 

Participating manufacturers are further required to take affirmative steps to 
inculcate the spirit of the new regime. They must promulgate corporate principles that express 
and explain the company's cornmitment to compliance, reduction of underage tobacco use, and 
development of "reduced-risk" tobacco products. They must work with retail organizations on 
compliance, including retailer compliance checks and financial incentives for compliance. And 
they must disband industry associations that have been criticized by public health authorities, and 
may only form new ones subject to strict oversight of their activities. 

6 
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Companies would be subject to fines and penalties (including "Scarlet Letter" 
advertising) for breaching any of these obligations. To assist with enforcement, companies must 
direct their employees to report known or alleged violations to the company compliance officer, 
who is in turn required to provide reports to the FDA. Finally, "whistleblowers" in the tobacco 
industry will be provided with the maximum protection available under current federal statutes. 

4. Nationwide Standards To Minimize Involuntary Exposure To Environmental 
Tobacco Smoke 

The proposed resolution mandates the first federal minimum standards governing 
smoking in public places or at work (with states and localities retaining power to impose stricter 
requirements). It: 

• Re~tricts indoor smoking in "public facilities" to ventilated areas with systems 
that exhaust the air directly to the outside, maintain the smoking area at "negative 
pressure" compared with adjoining areas and do not recirculate the air inSide the 
public facility. 

• Ensures that no employee may be required to enter a designated smoking area 
involuntarily while smoking is occurring. 

• Exempts restaurants (other than fast food restaurants) and bars, private clubs, 
hotel guest rooms, casinos, bingo parlors, tobacco merchants and prisons. 

The Occupational Safety and Health Administration would have authority to 
enforce these restrictions. 

5. Payments by the Tobacco Industry 

The proposed resolution requires those companies to pay hundreds of billions of 
dollars to fund federal and state enforcement efforts; to provide funds to federal, state and local 
governments for health care needs and research; to provide payments that yield public benefits 
and thereby resolve punitive damages claims that otherwise might be asserted in litigation based 
on past conduct; and to pay for the expenses related to the administration of the Act. 

A particular priority for these expenditures is to fund a variety of public and 
private, non-profit efforts to discourage minors from beginning to use tobacco products and to 
assist current tobacco consumers in quitting. Those programs include research, public education 
campaigns, individual cessation programs, and impact grants to communities and individuals 
affected by the Act. 

The participating companies are required to make an aggregate $10 billion 
payment on the date of the proposed resolution's enactment. Thereafter, they are to make 

7 



specified annual payments tied to volume of domestic sales; these payments will be increased to I / 
reflect inflation and are to continue for as long as the companies continue to sell tobacco 
products in this nation. (If the industry's specified annual payment is to be reduced in. a given 
year as a result of a decline in volume, but the industry's profit for that year is larger than its 
1997 profits (as adjusted for inflation), the reduction in the annual payment due to the decline in 
volume would be offset to the extent of 25% of the increase in profit.) At current levels of sales, 
the proppsed resolution requires total payments of$368.5 billion over the first 25 years and 
$743.5 billion over the first 50 years (subject to credits described below in connection with 
potential civil tort liability). These payments are separate from any surcharges required under the 

- "look back" provision discussed above. These payments would be the joint responsibility of the 
participating companies, would receive priority in any bankruptcy or reorganization proceeding, 
and would be the obligation only of a company's manufacturing entity selling domestically. All 
payments under the proposed resolution (including any pursuant to the "look back" provision) 
are ordinary and necessary business expenses for the year of payment, and no part thereof is 
either in settlement of an actual or potential liability for a fine or penalty (civil or criminl!i) or the 
cost of a tangible or intangible asset. 

The payments would be allocated among the programs and entities referred to 
above. The proposed resolution contemplates that the companies would then pass the annual 
payments through to consumers in order to promote the maximum reduction in underage use. 

6. Preservation of Right to Sue 

In addition to mandating the payments described above, the proposed resolution 
preserves individuals' right to sue the tobacco industry. In retum for the enorinous public health 
benefits and monetary payments described above, the proposed resolution instead affords the 
participating companies with protection from civil liability in the following ways. 

First, the proposed resolution settles the present governmental and parens patriae 
actions, and bars similar actions from being maintained in the future. It also settles the currently 
pending class actions, to the extent they are not reduced to final judgment prior to enactment of 
the Act. Addiction claims are likewise settled. 

Second, the proposed resolution preserves access to the tort system by individuals. 
Existing legal doctrine regarding the type of tort claims that can be brought, as reflected in the 
Supreme Court's Cipollone decision, is also preserved. Claims could not be maintained, 
however, on a class or other aggregated basis, and could be maintained only against tobacco 
manufacturing companies (and not their retailers, distributors or affiliated companies). In 
addition, claimants could seek punitive damages only with respect to claims predicated upon 
conduct taking place after enactment of the proposed resolution, since, as noted above, part of the 
aggregate industry payments are in settlement of punitive damages claims. Finally, except with 
respect to already pending actions, third-party payor (and similar) claims could be maintained 
only on a subrogated basis. 

8 
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Judgments and settlements arising from tort actions would be paid as follows: The 
proposed resolution sets an annual aggregate cap equal to 33% of the industry'S annual payment 
(including any reductions for volume decline or increases for inflation). Any excess judgments 
or settlements above the cap in a year would roll over until the next year. Moreover, while 
judgments and settlements would run against the defendant, they would give rise to an 80-cent
on-the-dollar credit against the industry'S annual payment. Finally, to ensure that the available 
funds are not allocated disproportionately, any individual judgments in excess of $1 million 
would be paid at the rate of $1 million per year unless every other judgment and settlement could 
first be satisfied within the annual aggregate cap. In all circumstances, however, the companies 

- would remain fully responsible for costs of defense. 

7. Enforcement 

Finally, the proposed resolution provides for a comprehensive scheme of 
enforcement. Violations of the proposed resolution's requirements carry civil and criminal 
penalties based upon the penalty provisions of the Food, Drug and Cosmetic Act and, where 
applicable, the provisions of the United States criminal code. Special enhanced civil penalties 
attach to' violations of the obligations to disclose research about health effects and information 
about the toxicity of non-tobacco ingredients -- up to ten times the penalties applicable to similar 
violations by pharmaceutical companies. 

In addition, terms of the proposed resolution would be embodied in state consent 
decrees, giving the states concurrent enforcement powers. State enforcement could not impose 
obligations or requirements beyond those imposed by the proposed resolution (except where the 
proposed resolution specifically does not preempt additional state-law obligations) and would be 
limited to the penalties specified in the proposed resolution and by prohibition on duplicative 
penalties. 

The proposed resolution is subject to the approval of the Boards of the companies 
involved. 

9 
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Jerold R. Mande 

06/19/97 08:35:38 PM 

Record Type: Record 

To: Bruce N. Reed/OPD/EOP 

cc: Elena Kagan/OPD/EOP, Elizabeth Drye/OPD/EOP 
Subject: Write-up on $20B piece 

Tobacco use causes a staggering national burden of premature illness and death. Each year, more 
than 400,000 Americans die from tobacco-related illness. In fact, tobacco alone kills more 
people in the United States each year than car accidents, alcohol, homicides, AIDS, illegal drugs, 
suicides, and fires combined 

Equally troubling is that most adult smokers don't smoke because they choose to, but because 
they are addicted to a powerful drug -- nicotine. Mark Twain probably said it best: "It is easy to 
quit smoking, I've done it a hundred times." Almost 70 percent of adult smokers say they would 
like to quit completely. Unfortunately, for the overwhelming majority of smokers medical 
science has yet to devise a simple cure that will break their addiction. Today, the only reliable 
way we know to stop nicotine addiction is to prevent it from occurring. 

To address these two problems and to begin repayment to the country for knowingly addicting 
tens of millions of American children to its deadly product the industry will immediately pay $20 
billion to the federal govemment to be spent over the next 5 years for the following public health 
measures: 

·$2 billion a year for cancer research to double our effort to eradicate this disease once 
and for all; 

·$1.2 billion a year for other biomedical research to help the millions of Americans 
suffering from a host of other chronic, debilitating, and fatal illnesses; and 

·$800 million a year to better understand the addictive properties of nicotine and the best 
approaches for preventing addiction and helping people quit smoking. Research in this 
area would speed development of non-addicting, less-hazardous tobacco products and 
alternative nicotine delivery products. Tobacco use should be an adult choice, not an 
adult addiction. Adult smokers should be able to quit when they choose to. 

For the last 30 years the tobacco industry has spent billions of dollars marketing a product it 
knew was the leading cause of preventable death and disability in the country. We have had to 
spend billions of dollars learning how to repair the lives they have broken. The tobacco industry 
must now make a sustained contribution to improving the nation's health through biomedical 
T't I'twYC L. . 
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·;~·';··L Bruce N. Reed 
r'·!··· "."' 06/20/9709:11 :02 AM 

Record Type: Record 

To: Jerold R, Mande/OSTP/EOP 

cc: Elena Kagan/OPD/EOP, Elizabeth Drye/OPD/EOP 
Subject: Re: Write-up on $20B piece ~ 

That looks good, Would you settle for $258 over 8 years? 
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Jerold R. Mande 

06/20/97 09:29:55 AM 

Record Type: Record 

To: Bruce N. Reed/OPD/EOP 

cc: Elizabeth Drye/OPD/EOP, Elena Kagan/OPD/EOP 
Subject: Re: Write-up on $20B piece ~ 

That would leave 3.l/yr. Probably wouldn't be able to double cancer's budget. I'd say 26 over 7, 
but I know we aren't negotiating. 

P.S. I need to double check the Twain quote. 
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Jerold R. Mande 

06/20/9705:13:59 PM 

Record Type: Record 

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP, Elizabeth Drye/OPD/EOP 

cc: 
Subject: Here's a summary of the settlement from the Campaign's WWW page 

Friday, June 20, 1997 
1 :30 p.m. 
Summary of provisions that have been agreed to as part of the settlement 
agreement with the Attorneys General, the tobacco industry and public health 
advocates. 

1. Youth Access 

The full substance of the August 2B, 1996 FDA youth access provisions have 
been agreed upon. 

The FDA rule: 

Bans sales to kids under 18; 
Requires proof of age; 
Limits, but does not ban vending machines; 
Limits self-service displays, but permits tobacco to be displayed on the 
counter; 
Establishes the minimum pack size at 20 and prohibits the sale of single 
cigarettes; 
Bans free sampling; and 
Uses FDA's normal enforcement tools with enforcement funding subject 
to annual Congressional appropriations. 

In addition the tobacco industry has agreed to: 

A ban on all vending machines; 
The placement of tobacco products behind the counter and out of reach 
of consumers; 
Further restrictions of mail order sales, subject to conditions that 
demonstrate that an effective mechanism exists to restrict sales only to 
adults; 
A nationwide licensing system for all sellers of tobacco products with 
graduated penalties and license suspensions for violations of the youth 
access and marketing provisions to be established. The licensing system 
shall apply to all sellers of nicotine - containing tobacco products, 
including manufacturers, distributors, wholesalers, retailers and importers; 
Full funding from money paid by the tobacco industry for enforcement by 
FDA and state and local authorities; 
States and local governments would not be preempted from enacting 
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stronger laws; 
Dual enforcement authority with both the FDA and state attorneys 
general, each being able to enforce these provisions. In addition, the 
FDA will have the power to contract with other state and local authorities 
to assist it to enforce the rules; and 
Enforcement to require unannounced, random stings. 

2. Marketing and Advertising 

The industry has agreed to the full substance of the August 28, 1996 FDA youth 
advertising and marketing provisions (which were struck down in Federal District 
court but which have been appealed): 

The FDA rule before the court ruling: 

Text-only ads in youth oriented magazines and newspapers; 
Ban brand name event sponsorship; 
Limit billboards near schools and limit billboards to text only with no 
color; 
Ban use of non-tobacco brand names on tobacco products; 
Ban advertising on non-tobacco products, like clothing and gear; 
Ban offers of non-tobacco items or gifts based on proof of purchase; and 
Require ads to carry FDA-mandated statement of intended use. 

In addition to the FDA provisions above, the industry has agreed to: 

The elimination of all billboards and outdoor signs, including all signs in 
stadia and arenas and signs that face outwards in enclosed areas, such as 
stores; 
The elimination of all human images and cartoon characters from all 
advertising and from all cigarette packages; 
Additional restrictions on point of purchase advertising regarding the 
placement on point of purchase ads to limit their size and number, remove 
them from the line of sight of children and remove them from close 
proximity to candy and other goods likely to attract children; 
The elimination of Internet advertising and the agreement on the use of 
whatever technology is available to make tobacco advertisements that are 
placed on the internet from foreign countries inaccessible in the US; 
The prohibition on product placement in movies and on TV; 
The prohibition on any payments or fees to celebrities to smoke in movies 
or on TV or to any other person or entity to glamorize tobacco use in 
movies or on TV, and the prohibition of any Min-kind" actions to 
accomplish any of these same purposes; 
Without limiting the FDA's normal authority, limits on the use of words, 
such as "light", that currently appear in some product names and that 
could be misinterpreted as health claims; 
Protection against First Amendment challenge: an agreement to consent 
to the placement of all of the advertising restrictions contained in the 
August 28, 1 996 FDA rule plus the above noted restrictions in consent 
decrees to insulate the restrictions from First Amendment challenges by 
parties outside the tobacco industry; 
Dual enforcement authority with both the FDA and state attorneys 
general, each being able to enforce these provisions. In addition, the 
FDA will have the power to contract with other state and local authorities 
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to assist it to enforce the rules; and 
Funding from the tobacco industry to pay the cost of enforcement for 
both FDA and the state authorities with enforcement power. 

3. Public Education/Counter Advertising 

The tentative agreement with the tobacco industry includes: 

Funds for the largest, most-sustained nationwide public 
education/counter advertising program ever done for tobacco or for any 
other public health hazard. The campaign would be similar to those 
campaigns in Massachusetts and California. The program would operate 
independent of the tobacco industry, which would have no say over the 
content or placement of the program. Funding for the program would be 
guaranteed, and to the extent possible, the program would be insulated 
from political pressure. 

4. Health Warnings 

There would be a dramatic revision of the warning label system. The 
current system would be replaced with the far more specific, more detailed 
eight Canadian warnings. 

They include warnings, such as: 

&uml;"WARNING: Cigarettes are Addictive"; 

&uml;"WARNING: Cigarettes Cause Cancer"; 

&uml;"WARNING: Smoking Can Kill You"; and 

&uml;"WARNING: Tobacco Smoke Causes Fatal Lung Disease In 
Non- Smokers" 

The warnings on packages would be moved to the front of the cigarette 
package and the most prominent side of the smokeless tobacco product 
package. 
The warnings would appear in the Canadian format (the top of the front 
with white lettering on a black backgroundl. The warning would occupy 
at least 25 percent of the top of the front of the package. All warnings 
would appear simultaneously on tobacco packages and would be rotated 
quarterly on ads by brand. 

5. Full Disclosure 

Under the agreement: 

Each company will make specific changes in its position regarding the 
harm caused by its products. 
At least as many, and very likely many more documents will be made 
public through the settlement process than would have been revealed 
through the litigation process. Also, the industry has agreed to make 
public its past, present and future health-related research. 

6. Youth Smoking Targets 
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The industry would be subject to penalties if youth tobacco use fails to 
drop by 30percent in 5 years, 50 percent in 7 years and 60 percent in 10 
years. The penalty would be based on the value of a teen tobacco user to 
the industry over the lifetime of the individual. It would be worth 
approximately $80 million per percentage point each and every year in 
which the target is not met, up to a maximum of $2 billion per year. The 
baseline for measurement of youth smoking will be an average of youth 
prevalence rates for the past ten years. This will require a much more 
substantial reduction in youth smoking than would be required if only the 
most recent data were used to establish the baseline. 

7. Funding for State and Local Tobacco Control Activity 

Active state and local tobacco control efforts have been proven successful in 
reducing tobacco use. Current programs are under funded and funding for these 
programs is in jeopardy. 

Under the agreement: 

State and local tobacco control activity modeled after the successful 
ASSIST program would be funded out of tobacco industry funds, 
permitting the ASSIST program to be funded in every state from these 
funds. 

8. Tobacco Cessation 

Under the agreement: 

Out of funds to be provided by the industry, funding would be provided 
for tobacco cessation programs and devices for those who want to quit 
and for whom cost is an issue. These funds would be available to 
individuals nationwide. 

9. Protection from Environmental Tobacco Smoke 

Under the agreement: 

Protection from environmental tobacco smoke would come from the 
enactment of the text of HR 3434 (the bill originally introduced by 
Congressman Waxmanl that restricts tobacco use in public places and 
most workplaces to locations that are separately ventilated to the outside 
and through which non-smokers do not pass. To avoid heavy opposition 
from the hospitality industry, restaurants (excluding fast food 
restaurants). casinos, bingo parlors, and bars would be exempted. 
The federal law would not preempt state and local governments from 
retaining or enacting more restrictive requirements governing ETS. 

10. Monitoring Corporate Behavior 

The tobacco industry has the most irresponsible corporate record of any industry 
in the United States. Currently, no mechanism exists to ensure that the industry 
complies with the letter or the spirit of existing law. 
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Under the agreement: 

Manufacturers would be required to develop detailed compliance plans 
describing how they intend to comply with the law and monitor their own 
employees behavior. 
Corporations would be required to set up incentive plans to encourage 
compliance and internal compliance checks to catch and report violations. 
Corporations would be required to establish a corporate code of behavior 
with outside monitors, a system of auditing, and reports to shareholders 
and the FDA. 

11 . General Authority of the FDA 

FDA's authority over tobacco products as "drugs" and "devices" has been 
upheld by the trial court in North Carolina and is now on appeal. To date, the 
FDA has only sought to exercise its authority by establishing youth access and 
marketing rules, but it has far broader authority. 

Under the agreement: 

The judicial challenge by the tobacco industry would be dropped and 
FDA's authority explicitly recognized. Therefore, tobacco will continue to 
be categorized as a "drug" and a "device" under the Food, Drug and 
Cosmetic Act and the agency's authority to regulate the products as 
"restricted medical devices" will be recognized. 
FDA's authority to regulate nicotine, carcinogens and all other tobacco 
constituents will be. recognized. The agency will create a Science 
Advisory Board immediately to begin to study and advise how best to 
regulate nicotine and the other components of tobacco products. FDA 
will be authorized to remove harmful ingredients and to reduce nicotine 
levels immediately if it finds that to do so will reduce harm, is 
technologically feasible, and will not lead to a significant black market in 
unregulated tobacco products. Administrative procedures consistent 
with the Food, Drug and Cosmetic Act would apply. After 12 years, the 
Agency will be authorized to eliminate nicotine entirely, but to do so in a 
manner that gives Congress time to review it, if it so desires. 
For the first time, all non-tobacco ingredients in tobacco products would 
be required to meet safety standards established by the FDA, with the 
burden placed on the industry to demonstrate that they are not harmful 
when used as intended. The safety standard will apply to new ingredients 
immediately, and to existing ingredients after a five year grace period. 
Tobacco companies would be required to provide the FDA with complete 
information regarding tobacco additives, and would be required to 
disclose all additives publicly in a manner analogous to the disclosure of 
food ingredients. However, companies would be protected from 
disclosure of confidential and proprietary information to the public during 
the five year grace period. 
Provisions are included to require tobacco companies to use the best 
available technology to produce and market "reduced risk" products. 
Implicit health claims for tobacco products, including "low tar" and "low 
nicotine" products, will be strictly regulated by the FDA. Words such as 
"light" and that are part of currently established brand names woul~ be 
allowed to continue, but with the addition of statements to prevent them 
from being misinterpreted as health claims. 
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FDA would exercise its normal authority to inspect, enter manufacturing 
plants, demand certain records and record keeping, and would have its 
normal enforcement authority. 
The tobacco industry would be required to provide FDA with all current 
and future research and all non-publiC information it receives that relates 
to health, toxicity, addiction and drug dependence. 
The FDA would be required to create a Scientific Advisory Committee to 
study issues relating to the regulation of nicotine and other health and 
safety issues. 

12. Tobacco Industry Liability and Other Legal Issues 

The tobacco industry has lost only one court challenge in its history and only 
Liggett has actually paid any money in damages. Nonetheless, the tobacco 
industry faces unprecedented court challenges today. Under the agreement: 

The rights of individuals to sue for compensatory damages will not be 
abridged. 
There will be no limits on individual judgments. 
The tobacco industry would pay approximately $368.5 billion over 25 
years, including approximately $60 billion in lieu of punitive damages for 
past conduct. 
Funding includes approximately $1.5 billion for tobacco control purposes 
per year and a $25 billion trust fund, to be created over 8 years, to fund 
additional public health-related matters. 
The tobacco industry would be fully liable for punitive damages for any 
future behavior. 
Tobacco companies would be required to reserve $4 billion per year to 
pay for compensatory damages arising from individual lawsuits. The total 
amount the industry would be required to pay through litigation in any 
one year would be capped at $5 billion per year. It is highly unlikely that 
this fund would be exhausted in anyone year. However, if this were to 
occur, payments to individuals winning cases against the industry would 
be extended over more than one year. This would not result in restricting 
the overall award an individual could receive, but it could lead to a delay 
in the total payment. Any money from the annual fund not won through 
litigation would then be transferred to national public health, anti-tobacco 
programs and would not revert to the tobacco industry. 
The Attorneys Generals' lawsuits would be legislatively settled in return 
for these public health concessions, with the payment of a substantial 
sum of money to the states to reimburse them for the tobacco-related 
costs they have incurred. Funding provided to the states would be 
sufficient to extend health insurance to uninsured children consistent with 
proposals recently debated in Congress by Senators Hatch and Kennedy. 
Class action lawsuits also will be legislatively settled in return for these 
public health concessions, and future class action lawsuits based on past 
conduct of the tobacco companies will not be allowed. 
The tobacco industry will drop all pending lawsuits against the FDA, EPA 
and FTC. 
The Tobacco Institute and the Council for Tobacco Research will be 
disbanded. 
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Jerold R. Mande 

06/20/97 11 :41 :42 AM 

Record Type: Record 

To: Bruce N. Reed/OPD/EOP 

cc: Elizabeth Drye/OPD/EOP, Elena Kagan/OPD/EOP 
Subject: If you talk to Matt 

To add to the "Berlin Wall" list? 

A major hurdle for nicotine researchers has been their inability to get research cigarettes. Scientists 
desperately need them. Tobacco companies have refused to manufacture cigarettes with specified 
levels of nicotine even though they have the ability to do so. If such cigarettes were available, 
scientists could probably figure out the right product modification strategy in less than 3 years. 
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HJ~~! Eli-:abeth R. New~an 
f r 06/20/9703:45:41 PM , 
Record Type: Record 

To: See the distribution list at the bottom of this message 

cc: 
Subject: Statement by the President 

THE WHITE HOUSE 

For Immediate Release 
1997 

Office of the Press Secretary 
(Denver, CO) 

STATEMENT BY THE PRESIDENT 

June 20, 

Less than one year ago, my Administration announced an historic rule to 
protect children from the harm caused by tobacco products. Two months ago, a 
court in North Carolina issued a landmark ruling confirming my decision that the 
Food and Drug Administration has authority to regulate tobacco products to protect 
our children's health. These victories for the public health drove the tobacco 
companies to the bargaining table and extracted concessions from them that would 
have been unimaginable just a short time ago. 

I commend the attorneys general and other people working with them, 
including children's health leaders, for their hard work in negotiating this agreement 
in a way that seeks to advance our struggle to protect the health of children against 
the dangers of tobacco. They deserve our thanks for doing so. 

We must now carefully consider whether approving this proposed settlement 
will protect the public health --and particularly our children's health --to the greatest 
extent possible. Until now, we have not had the opportunity to ·review the actual 
terms of the agreement, and we have not concluded whether it is in the best 
interests of the public health. Over the next several weeks, we will undertake a 
thorough public health review. I am asking Bruce Reed, my Domestic Policy 
Advisor --along with Donna Shalala, Secretary of the Department of Health and 
Human Services -- to engage in extensive consultations with the public health 
community and others to subject this agreement to the strictest scrutiny. They will 
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report to me on whether this agreement represents the best means of protecting 
the nation's public health interests. 

In the meantime, we will fight as hard as ever to ensure that the FDA rule 
stands. Each day, 3,000 young people become regular smokers; 1,000 of them 
will have their lives cut short as a result. Protecting the health of the public and 
these children will be our measure of this proposed agreement. 

-30-30-30-

Message Sent To: 
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Questions and Answers on Review Process of Tobacco Proposed Settlement 

Q How long will the Administration's review of the proposed settlement take? 

A We're moving expeditiously, but you have to understand that this is a very complex 
undertaking. We need to have a thorough understanding not only of all the individual 
parts of this proposal, but also of how those parts interact with one another. 

Q But didn't President Clinton ask for a report within 30 days? 

A WelI, we certainly expect to meet with the President within approximately 30 days to 
layout for him the major issues our review has identified, But again, this is a very 
complex undertaking, and while we'll be moving forward with vigor, we're going to 
take as long as we need to get the job done right. 

Q Why will the review take so long? 

A This is an extremely complicated issue that has critical legal and public health 
ramifications for our children and our nation. Don't forget it took it took the parties 
involved in the negotiations four months to reach this proposed settlement, And it took 
the Department of Health and Human Services 12 months to draft and finalize the 
historic FDA final rule to protect children from the dangers of tobacco, 

We must take apart the proposed settlement and carefully review every angle, and we 
must also determine whether the proposed deal as a whole advances the nation's public 
health interests and the progress we've already made to keep tobacco out of the hands 
of children, We intend to work expeditiously, but will not leave any stone unturned to 
ensure a good deal, not just on its own terms, but most importantly for the American 
people. 
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Q Why is it so complicated? 

A There are a number of complex legal and public health issues related to the proposed 
settlement. For example, the Food and Drug Administration's jurisdiction over tobacco 
involves very complicated and important legal issues, With the President's leadership 
and the concrete steps the Food and Drug Administration already has taken, we are 
making progress in keeping tobacco out of the hands of children, But we want to 
continue with our lawsuit to make sure that the FDA rule stands, We do not want to do 
anything to jeopardize our court case, As the President has said, it is critical to protect 
our children by standing firm in our determination to ban the advertising and marketing 
of cigarettes that endanger their lives, That is why we must carefully review the part of 
the agreement that relates to the jurisdiction of the FDA. 

This is also a critical public health issue. As the President has said, protecting the 
public health - and particularly our children's health - is and has always been our 
primary concern. We know that nearly 3,000 young people become regular smokers 
each day, and nearly 1,000 of these children and adolescents will die early from their 
use of tobacco products. We must do everything in our power to dramatically reduce 
smoking by young people because they deserve a life free from the disease that comes 
with using tobacco, We cannot support any agreement unless it meets this high standard 
set by the President - because no less than our children'S futures are at stake. 

Q But some people are already criticizing the proposed agreement, saying that it is deeply 
flawed and will need to be changed significantly, How do you respond? 

A This massive agreement was only reached last week so we have not yet had enough 
time to carefully review all of the complex legal and public health issues that the 
propose,d settlement raises. Over the next several weeks we will take the agreement 
apart and examine every angle, and we also must determine whether the proposed deal 
as a whole advances the nation's public health interests and the progress we already 
have made in keeping tobacco out of the hands of our children, 

We will consider closely the views of the public health community, all interested 
agencies, members of Congress and others before rendering any judgment on the 
proposed settlement. We will work expeditiously, but will not leave any stone untumed 
to ensure a good deal, not just on its own terms, but most importantly for the American 
people. 

141004 
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Q Today the public health community attacked the proposed agreement saying that the 
future restrictions on the government to regulate nicotine are unacceptable, Do you 
agree? 

A Again, this massive agreement was only reached on Friday so we have not yet had 
enough time to carefully review all of the complex legal and public health issues that 
the proposed settlement raises. We will conduct a rigorous review of each piece of the 
agreement, but in then end we must also determine whether the agreement as a whole 
represeI1ts the best means of protecting the nation's public health interests. We will 
consider closely the views of the public health community, all interested agencies, 
members of Congress and others before rendering any judgment on the proposed 
settlement, 

But remember that this agreement was built in large measure on the President's bold 
leadership and the concrete steps the FDA already has taken to keep tobacco out of the 
hands of children. Last year's historic FDA rule to protect children from the harm 
caused by tobacco products and the recent landmark ruling upholding that rule in a 
North Carolina court, drove the tobacco companies to the bargaining table and 
extracted concessions from them that would have been unimaginable just a short time 
ago. We are keeping an open mind as we carefully review all of the complex legal and 
public health issues raised in the proposed settlement - including the issues relating to 
the jurisdiction of the FDA -- but we will not back away from our commitment to 
protecting children and the public health. We will not support any agreement unless 
it meets the high standard set by the President. 

Q But what do you think of Koop/Kessler group's conclusion that the deal is 
"unacceptable?" Aren't their views the ones that will guide the President's decision? 

A As we begin our own rigorous public health review, we appreciate the contribution of 
Doctors Koop and Kessler and the Advisory Committee on Tobacco Policy and Public 
Health, We look forward to working with the public health community and others to 
determine whether the proposed settlement upholds the President's highest objectives of 
protecting our children and the public health. 

The proposed settlement raises numerous complex legal and public health issues that we 
will work conscientiously and expeditiously to review over the next several weeks, We 
will look closely at every angle to evaluate whether the proposed agreement as a whole 
advances the nation's public 'health interests, especially our children's health, 

I4J 005 
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Q: How exactly is this process going to work? 

A: We have decided to do our preliminary analysis by setting up four 
interdepartmental review panels. Each will include a member ofthe DPC and at 
least one representative ofHHS. All panels will also have representatives of other 
departments, such as Treasury, Justice and Labor, as the subject matter suggests. 

The four areas the panels will explore are regulatory issues, program and budget 
issues, legal issues, and industry issues. 

The regulatory panel will primarily be sorting through the elements in the· 
proposed settlement affecting FDA jurisdiction. It will also look at issues 
surrounding environmental tobacco smoke. In addition to HHS and the DPC, the 
Departments of Justice, Labor, Treasury, the General Services Administration and 
the EPA will be represented on this panel. 

The program and budget panel will be looking at proposed uses of settlement 
funds, including the anti-smoking advertising campaign, grassroots programs, 
smoking cessation, and any issues that involve research on nicotine, tobacco and 
health and smoking cessation. In addition to HHS.and the DPC, the Department 
of Treasury and the EPA will be represented on this panel. . 

The legal panel will be examining issues around liability, enforcement, 
compliance, and the disposition of tobacco industry documents. In addition to 
DPC and HHS staff, it will include representatives from a number of units within 
the Department of Justice, as well as the Departments of Treasury and Interior. 

The industry issues panel will be examining the settlement's proposed targets, 
penalties and incentives; looking at any international impacts of the settlement; 
and doing an economic analysis. In addition to representatives of the DPC and 
HHS, the Treasury Department and the Council of Economic Advisors will be 
represented on this panel. 

Q: Will this be the structure for the entire review period? Will each of these panels 
produce a report? 

A: This process is our first cut at a framework for what is a very complicated legal 
and policy review. Over time, as we move from analysis of the individual issues 
to a process of synthesizing the issues and looking at the proposed settlement as a 
whole, the process may shift slightly. 

It is unlikely that the panels will produce written reports. We will, however, try to 
layout the issues for the President near the end of the process. 

I4J 006 
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Q: What do you mean by an economic analysis? Do you mean trying to find out if 
the tobacco industry is being "punished" enough, as some have suggested? 

A: It is our intention to see how the settlement would differ from the President's own 
proposal in this respect. We want to understand the effects on the U.S. economy 
of what the proposed agreement calls, "restructuring the tobacco industry." 

Q: Will Bruce Lindsey playa role? 

A: [Needed from White House] 

Q: Have any of these panels met? 

A: All of them have met at least once. 

Q: Are the HHS representatives all from FDA? 

A: No. Because of the complexity of the proposed settlement, the HHS team 
includes representatives from all of the agencies of the Public Health Service. 

~007 
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Q: What are some of the issues to be examined by the legal panel? 

A: The plan proposed a retail licensing scheme that will, if enacted, cover tens of 
thousands of large and small sellers of tobacco. 

The states are expected, according to the proposal, to enact corresponding licensing 
laws and to work with federal authorities to implement the various licensing laws. 

So that panel will examine issues such as how the laws would work. What if a state 
failed to;enact a state retail licensing law? How could enforcement be handled? Etc. 

Q: Why is Treasury on the industry issues panel? What kinds of things will that panel do? 

A: To give you just one example, the proposal establishes a number of pools of funds to be 
used for a variety of purposes. This panel will be making an inventory of those fund 
pools, learning where the money would come from to support the pools, identifying the 
purposes for which the different funds would be spent and understanding the 
mechanisms for dispensing money from the funds (in the proposed agreement, that 
function is sometimes to be done by a governmental agency, sometimes by an 
independent commission, sometimes by a group whose membership is specified in the 
proposal, etc.) 

Treasury is involved in part because of those issues, and because the proposal treats the 
proposed tobacco company payments into these funds as ordinary business expenses, 
subject to tax treatment consistent with that designation. One important issue is the 
effects on United States' revenue collections of that structure for treating the tobacco 
company outlays. 

Q: What exactly is the regulatory panel going to look at? Any specific issues there? The 
Koop/Kessler panel highlighted provisions requiring FDA regulators to prove that its 
future regulations would lead to measurable health benefits, and would not create a 
black market for cigarettes. Aren't those provisions clearly unacceptable? 

In the proposed settlement, FDA is given many new authorities that may be 
opportunities for improving public health or may be burdensome obligations with 
insufficient public health benefit. The regulatory panel will at first be inventorying 
those new authorities to understand their net public health impact. 

Overall, we will also be assessing the proposal's impact on FDA's regulatory powers. 
That is a very important issue for us. But we want to look at all of the issues before 
singling anyone out for particular concern. 

141008 
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Q: What are some other issues? It still doesn't seem like the review should take so long. 

A: Other issues include: 

1) The proposal provides that some new laws will be enacted, some regulations created, 
40 consent decrees signed by the parties in the Attorneys General state suits and that a 
national protocol will be drafted to fill in the gaps. 

We are looking at the interface of all these legal instruments to understand the ways in 
which they are interdependent and whether they have stand alone enforceability. 

2) The proposal places burdens on states, localities ,and tribes in many different 
contexts. We are combing the document to inventory all those burdens so we can 

assess their impact. 

I4J 009 
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Talking Points on Tobacco Settlement Talks 

o The Administration is closely monitoring the settlement talks among the 
tobacco industry, state attorneys general, public health groups, and private 
lawyers. Any agreement would have to be passed by the Congress and 
signed by the President. 

o We will carefully review any settlement that emerges from the discussions, 
and we will seek the advice of the public health community. As the 
President has said, in reviewing any settlement proposal, our focus will stay 
squarely on protecting kids and the public health. 

Q. Is the Administration trying to help close the deal? 

A. Absolutely not. The Administration is monitoring the talks closely, so that 
the President will be in a position to evaluate and respond to any possible 
settlement. But the Administration has not yet reached a judgment on the 
kind of settlement the parties appear to be discussing and is not trying to 
encourage or close the deal. 

Q. Have you started to review the deal? 

A. We have begun a thorough review of the provisions that may be in a final 
deal. We expect to spend the next couple of weeks analyzing the details as 
they emerge, and consulting with the public health community and others. 

Q. How will the review work and how long will it take? 

A. A number of the Federal agencies have a role in tobacco, so we will 
coordinate the review out of the White House. We will take as long as we 
need to take, but we will seek to work promptly and expeditiously. 

Q. Dr. Kessler and Dr. Koop have asked in a letter to the President that you give 
them 30 days to complete their own review before the President signs off on 
anything. Are you going to wait? 

A. The President has made clear that we would very closely consider the views 
of the public health community prior to rendering any judgment on a 
settlement, but we've been in contact with members of the community 
during the whole course of these discussions. We are not going to act 
before we know the views of the public health community, including Dr. 
Koop and Dr. Kessler, but we have not decided on any particular timetable. 

Page 1JI 
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The Advisory Committee on Tobacco Policy and Public Health 
June 18, 1997 

Thank you for permitting me to address you this morning. Just as importantly, I want to 
thank each of you for taking on the tremendous challenge and responsibility of serving on this 
historic committee. It would be hard to overstate the importance of your role. 

We stand today at the most decisive moment in America's 300-year love-hate relalionship 
with tobacco. For the first time in that entire history, and undoubtedly for the last time in our 
generation, we are on the brink of achieving enduring solutions to the most pervasive, most 
pernicious health problem of our time. In large measure, your work will determine whether 
America ~ that opportunity, or whether we instead squander the chance of a lifetime on
well-meaning. but inadequate. answers. 

It is not an exaggeration to say that today you are the guardians of the health of our 
children and grandchildren - - and of our parents, as well, bc:cause, this struggle must be about 
the children and the fifty million addicted adults in this country. That is a heavy responsibility. 
but one which I know you take very seriously, and which you are well-prepared to meet. 

Many of you have spent long years in the trenches of the tobacco wars. Some are 
relatively new to the subject. But I trust all of you are aware of the painful history of America's 
well-intentioned but naive andfruitless efforts to bring this industry to bay. Time and time again 
over the decades we have thought the victory was ours; we have toasted their defeat, only to 
learn - - sometimes years later - - that we were bamboozled once more. and that the tobacco 
industry had cried all the way to the bank. 

Thirty years ago, we celebrated when we "forced" these companies to put the Surgeon 
General' 5 warning on the packs, only to learn now that they desperately wanted those warnings 
to protect them in the courtroom. We celebrated when we "forced" them to take their ads off of 
television, only to learn later that, by eliminating all the counter-advertising, we had actually 
helped them. Every time we think we're dancing on this industry's grave, they have instead 
found a way to keep dancing on those of our loved ones, by the hundreds of thousands. 

Ladies and gentlemen, in my office we enforce the consWller protection laws of ow' state. 
Every day, 500 consumers call us about questionahle deals they encounter in the marketplace, 
whether it might be a shady real estate deal, a high-pressure used car sale, or a crooked 
telemarketing come-on. We tell them four things I hope you will keep in mind when you review 
any so-called "mcgadeal." 

First, we tell them: "get it in writing". Golden promises count for nothing. Second, we 
tell them: "read the fine-print." The sales pitch may sound great, but does the fine print give 
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away what the headlines promise? Third, we tell them to be suspicious of salesmen who say that 
you have to sign the deal today, and you can't take the time to think about it. And finally, we tell 
them: "",/,en if sounds too good to be true, if probably if." In fact, iliat's often the best warning 
signal that it's time to get out your magnifying glass and a fine-tooth comb to find the hidden 

dangers. 

If caution is appropriate when a consumer buys a car or takes out a mortgage, how much 
greater caution is in order when we deal with the greatest public health problem of our time? 

We're counting on YOll to help us think this through. Not just to analyze and critique the 
sketchy proposal that's being brought forward. We're looking to you to help us think through, in 
the broadest sense, what tlus industry should look like when we win the tobacco wars, Make 
no mistake about it. We m winning. We're winning the legal skirmishes. We're winning the 
public debate, And more importantly, we're winning the hearts and minds of the American 
people, The only thing that can hold back the power of public sentiment is a "deal" that declares 
another false victory. The industry can only achieve that victory if we are lulled into 
complacency or if we fail to ask the tough questions. 

So we're counting on you to ask all the hard questions and to take the time to get all the 

answers. 

Let me suggest some of the questions I hope you'll consider: 
First, "what's the rush?" Every day a new development liastrengthens the public's 

position. In the next seven months, four states will go to trial, Tf anyone is worried about the 
strength of those cases, or about who should be first up to bat, I can tell you we 'Il be happy to go 
first in Minnesota, where our trial is set for January 19, if others would prefer to delay their cases 
to see how we do. We can't wait to tell a jury about the things we've found among the industry's 
secret documents. As our attorney likes to say, "they're not smoking guns. They're smoking 
howitzers. " 

Some people think all the important information is already out. I'm here to tell you: it 
isn't all out. The depth, the pervasiveness of this conspiracy and fraud is overwhelming. There 
has never been anything like it. I believe we owe a fundamental duty to future generations to see 
this through - - to make sure we don't settle until ALL the information is before the public. 

Because of our court's orders, I can't talk about some of the things we're doing. But I 
can tell you that I read a newspaper report yesterday iliat says our attorneys deposed the former 
research director of Philip Morris on Monday and that he took the Fifth Amendment. Without 
my commenting on the accuracy of that report, I want you to think what will happen to public 
opinion, just a few months frum nuw, if senior tobacco executives start parading before juries, 
and showing up on the evening news, invoking the Fifth Amendment whenever they're asked 
about whether they buried the technology to make cigarettes safer, or how they manipulated 
nicotine. At that point, this industry will be ready to sign a real settlement, on the public's terms, 
and not on the industry's terms. 

2 
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Now, please understand. I do realize that time is of the essence because more kids start 

smoking each day. 1'm not arguing that America should sit back for years until all the appeals 
are exhausted. But I hope ~will also remember, that if we take just a little longer to see that 
the American people have all the facts, we wOll't need the tobacco industry's permission to hold 
it to the same rules that govern everyone else. 

If we take just enough time to get it right, America can make the rules, and we won't 
have to trade away the rights of victims or the powers of the federal government to fashion a real 
solution. And thill will save a lot more kids than locking ourselves in for 10 or 25 years or more 
to a horse-trade that guarantees this industry a profitable future well beyond out lifetimes. 

. Second, T hope you ,viII insist that all the facts come out. I saw some hullet points of a 
deal htst week that described what has supposedly been agreed to. I was distressed to see that my 
colleagues were seriously proposing to let the industry off the hook by m disclosing their 
internal scientific research documents. Tills is a perfect example of why you need to be 
suspicious of the short-hand or bullet-point summaries you will be getting. What this proposal 
would do in reality is let the industry keep secret the documents that count - - the ones where 
they've hidden the most important evidence ahout their products - - the documents they've 
hidden all these years behind claims of "attorney-cIient privilege." That's where the truth lies, 
including the truth about their scientific and medical knowledge. 

Those are the key documents. They've never seen the light of day. We're on the verge 
of getting them in our Minnesota case. Our judge has ruled that the court's Special Master will 
be reviewing 500,000 pages of these documents to see which ones hold evidence offraud and 
which ones are attempts to bury critical medical and scientific evidence that has been hidden for 
decades behind a shield of phony privilege claims. 

Is this something you should care about, or is it just an issue for the lawyers? Let me 
give you an example. When Liggett and Myers settled .with the states last spring, it agreed to 
drop the claim of privilege on its doctunents. That will give us a peek behind the privilege veil. 
Our Minnesota court is still sorting that out, but last week. Congressman Waxman released a 
Liggett doclUnent, which had been hidden for thirty years, that revealed that they spent $13 
million dollars to develop a cigarette technology that virtually eliminated tumors in mouse
painting experiments, but that they buried the research. 

If Liggett was finding things like that, what has Philip Morris got? Should we really 
consider a settlement that says they don't have to tell us, that they can shred those documents 
instead? 

Third, I hope you'll ask tough questions about the money. 
As far as I'm concerned, any settlement that sends tobacco stocks soaring can't be a good 

deal for America. 
The leading Wall Street expert says Philip Morris stock will go up forty percent if we 

accept the deal under discussion. What's wrong with this picture, folks? 

3 
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The experts tell us this industry can afford hundreds ofbiJIions more than any figure 
currently on the table. Experts say they can easily pay two dollars a pack, compared to the 
figures being discussed, which would work out to perhaps fifty or sixty cents per pack. The 
leading expert, Professor leffHarris at MIT, tells us the first two dollars a pack is essentially 
';free" to the industry, because they'll just pass it along in higher prices and won't even feel any 
pain unless the price is more than two dollars. So I hope you'll ask how much they can afford 
and how much they ought to pay. And of course, keep in mind that a higher per pack price for 
cigarettes can lead to significant reductions in smoking, especially among young people. 

I also hope you'll ask whether any settlement places all the burden on addicted smokers, 
or whether the companies themselves ought to bear some of the burden, in the form of 
interrupted dividends, or sale of assets, or secondary stock offerings, rather than just shifting it to 
their customers. 

I hope you'll ask whether the proposal does justice for the victims who have lost their 
health or their lives to this deadly product. I hear the proposal would bar class action 
settlements. which would isolate and impoverish any individual claimants foolish enough to . 
challenge the world's most ferocious litigation opponent. This would virtually guarantee there 
will be no furore impact litigation. Is that appropriate? Or necessmy? 

The proposal would guarantee the industry it will never have to pay more than $4 billion 
a year to its victims, even though the CDC tells us those victims suffer about $100 billion each 
year in medical costs and economic losses. Over time. \vith inflation, those losses will be $200 
and $300 billion a year, but the proposed settlement would apparently shelter the industry behind 
a guarantee that its losses would be limited to S4 billion. 

The $4 billion being proposed for victims would barely pay for a decent funeral for the 
500,000 victims of tobacco and secondhand smoke we bury every year. I hope you'll ask 
whether that's enough. 

I could go on, but you get the pOint. This is not the time for false urgency. We need to 
slow down and ref this right We need your Committee to take all the time it needs to thin1c 
carefully and thoughJfulZv. Anything we set in place now will not be revisited in our lifetimes. 

As public health leaders and advocates, I hope you will consider some key areas when 
looking at any deal, which I raised with my colleagues in a letter dated May 2: 
• Does a settlement preserve full FDA jurisdiction over tobacco products and content, 

including nicotine? 
• What will a settlement do for the nation's 50 million addicted tobacco users and do about 

rising smoking rates, especially among teens? 
• Is the deal enforceable through the courts? 
• Will the Tobacco Institute and the Council for Tobacco Research be allowed to continue their 

activities? 
• Does a settlement incent the companies to develop less dangerous prodUCts? 

4 
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Should we dawdle? Of course not. But we've squandered every opportunity that has 
come along in the past. We've lost thirty years and allowed this industry to bury millions of 
Americans becallSe we didn't take the time to get it right. Let's not repeat that mistake, because 
we won't have another chance to get it right. Help America decide, objectively and with a clear 
eye, whether any settlement proposal is truly worth buying today, or whether we should do what 
it takes to get all the information, create real reforms and set a fair price for all the harm that' s 
been done. 

5 
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The Advisory Committee on Tobacco Policy and Public Health 
co-~~.!litS: Dr. c~jverett Koop ~d Or .. David ~ ~ssler_ _ __ _ 

1711 N St. NW 
Wasbillllon. DC 20036 

(2~) 1J3-9~00 

Bill cUntoa 
President of tho Unlttd Sblte. 
The White HOU$C 

Dear Mr. P\1:sldeo.t, 

JW1e 10, 1997 

As YOIl may be aware. we have been asked by B biputiWl grobp of members ofConsress 
to convene an aclvil50ry committee on lIabonal tobacco policy. Tbis grouP. which is composed of 
thelllljor public: h .. lch and national tobacco con1l'01 Jl'oups. \1118$ fonned to develop a. 
comprehensive and rational puhlil: health policy toward tobacco. 

The Advisc»)r Committee on Tobacco Polill)' and Pllblic Hoalth met for the fll'St time lut 
week. It is our intontion to complete our work within tho nellt 30 cIa)'5 and "'port back to th05~ 
members of Congress. 

For instance. at our mNling last week. members of ourlldvisoty panel were qgit 
concerned about reported provisions that might ultimately limit the authority orth. FDA in 
rellllaalll the mllllufilcture and marketing oftobacco prodlle:ts. 

• 
To IIS$ist you in YOIlf deliberations. the advisory a.mmittee bu embarked on l1li 

intensive, collaborative effort to establish 8 comprehensive blueprint (or a reaUstic national 
tobaooo control policy that would be acceptable to the American public. 

We believe the proposal$ that will be mmle by this panel will reflect ~ best advice IIIId 
views of die public h .. lth cODll1l\lnity. Whedler or not a settlement is readied limon, the lawyers. 
the nation need$ a public health blueprint against which all policy decisions shCIIIld be made. We 
fully Mp8Ct to hay, this blueprint J\l8dy by w-ly JuJy. 

We tlIank you for your a.nsideration of this reqllest and look fOl'Wllrd to working with 
you on this importllllt matter. 

Sinemlly YOW'S, 

~ 
C. Everett Koop. M.D. David A. Kessler. M.D. 

TOTAL P.01 



George 
Counselor Assistant Attorney General 

II) bauo - !=T( 1 vo<.ee ~1F 
U.S. Department of Justice 
Office of the Assistant Attorney General 
Civil Division 

950 Pennsylvania Ave., N. W., Room 3143 
Washington, D.C. 20530 
(202) 514-5713 Fax (202) 514-8071 

June 18, 1997 

HAND DELIVER TO THE FOLLOWING RECIPIENTS: 

Mr. Bruce Lindsey 
Assistant to the President 

and Dep. Counsel 
2nd Floor West Wing 

Ms. Elizabeth Drye 
Chief of Staff 
Office of Policy Development 
Room 266, OEOB 

Ms. Elana Kagan 
Dep. Asst. to the Pres. for 

Domestic Policy 
Room 218, OEOB 

Mr. Charles Burson 
Counsel to the President 
Room 222, OEOB 

Re: R.J. Reynolds Tobacco Company v. U.S. Federal 
Trade Commission. et. al., U.S. District Court, 
Middle District, North Carolina, 6:97CV0065l. 

Dear Bruce, Charles, Elana and Elizabeth: 

Enclosed is a copy of the complaint filed yesterday at 4:30 
p.m. by RJR to enjoin the Commission's Joe Camel proceeding. They 
did not ask for an immediate injunction and given our experience in 
the same court in the FDA case where the plaintiffs filed before 
FDA took final action, we assume that we will simply file a motion 
to dismiss based on the lack of any final agency action. In the 
FDA case the Judge never ruled on our motion but the lawsuit did 
not become active until the FDA issued the final regulation at 
which time the plaintiffs filed an amended complaint. 

I also enclosed the press release that RJR issued yesterday to 
announce the filing of this lawsuit. 

We have informed the FTC about this lawsuit . 

cc: Frank W. Hunger 
Enclosures 

.. __ ....... c:::~!u: ' 
~/J. 
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IN THE UNITED STATES DISTRICT COURT FOR T 
MIDDLE DISTRICT OF NORTH CAROLINA 

WINSTON-SALEM DIVISION 

R..I. REYNOLDS TOBACCO COMPANY 
) 

) 
) 

Plaintiff, ) 

v. Civil Action No. __ _ 

002 

:UNITED STATES FEDERAL TRADE 
COMMISSION, lind 

) 
) 
) 
) 

~6:97CV00651 
ROBERT I'ITOFSKY 
~hairman, 

) 
) 
) 

Defendants. .) 

) 

COMPLAINT FOR DECLARATORY 
JUDGMENT AND TN.lUNCTIVE RELIEF 

1. Plaintiff R.J. Reynolds Tobacco Company ("Reynolds") brings this action 

seeking declaratory and injunctive relief. Seven years of harassment, threats, political attacks, and 

investigation by the Fed~ral Trade Commission ("FTC" or "the Commission"). culminating on May 

28, 1997 in the de faCio reopening of I1n investigatipn closed three years earlier and the issuance of 

1\0 administrative complaint against Reynolds, ~iolates ~he FTC's procedures, the AdmiiJistrative 

Procedure Act, the Government in the Sunshine Act, and the Due Process Clause of the Fifth 

Amendment of the United States Constitution. Reynolds seeks an order requiring the Commission 

to abide by the prQcedur~s, rules. decisions, and statutes that govern the Commission's 

a<iministrntive actions. 

2. Without this Coult's intervention, the Commission's harassment and the 



. . ~, 
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political interference will continue and intensify, the notice and opportunity to comment required 

under the FTC's procedures will be denied to Reynolds, and the disclosures required by the 

Government in the Sunshine Act and mandated by Congress will be suppressed by the Commission. 

THE PARTIES 

3. Plaintiff is a New Jersey corporation with its office and principal place of 

business located at 401 Main Street, P.O. Box 2959, Winston-Salem, North Carolina 27102. 

4. Defendant Federal Trade Commission is an executive agency of the United 

. States of America. 

S. Defendant Roben Pitofsky is Chairman of the Federal Trade Commission. 

JURISDICTION AND VENUE 

6. This Court has jurisdiction over the subject matter of this action pursuant to 

;28 U.S.C. § 1331 becausc the claims for relief arise under the laws of the United States and pursuant 

to S U.S.C. § S52b(h) becausc a claim for relief arises undcr the Government in the Sunshine Act. 

7. This is an actual casc and cOlllrov"rsy under 28 U:S.C. § 220 I and 5 U.S.C. 

§ 552b, and the Court has authority to grant the declaratory relief requested pursuant to 28 U.S.C. 

§ 220;2 and 5 U.S.C. §§ 706(2) and 552b. Finally, this is an administrative action reviewable 

pursuant to 5 U.S.C. §§ 701 etseq. and 552b(h)(l). 

8. Venue exists in this district pursuant to 28 U.S.C. § 1391(e). 

2 
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FACTUAL BACKGROUND 

9. In 1988, Reynolds introduced an anthropomorphic illustrated camel named 

: Joe to advcrtise and promote its Camel brand cigarettes. 

10. Since 1990, the Commission has harassed Reynolds with a continuous series 

. ofinvcstigations, including numerous demands for access to Reynolds' files and repeated threats of 

. punitive sanctions for the use of Joe Camel. The harassment did not StOp even after the Commission 

: fonnally ordered the proceeding closed in a decision issued over three years ago. 

II. On June 6, 1994, an"r four years of investigation, the Commission took final 

.action, by ft 3-2 vote, to close its investigation after determining that there was no "reason to believe" 

:that the Joe Carnel advc;rtisements "would lead children to smoke or to smoke more." In so 

deciding, the Commission declared it had "spent a' great deal of time and effort reviewing the 

difficult factual and legal issues raised in this case, including a comprehensive review of relevant 

studies and statistics," and it had considered "every possible aVenue to a lawsuit." 

12. Having determined thllt it was without reason to believe that Reynolds had 

violated Section 5 of the fTC Act, the Commission nevertheless renewed its pursuit of Reynolds 

beginning in April 1995. The Commission took this action in disregard of its June 1994 decision 

closing the investigation and without reopening such investigation pursuant to established 

procedures. It has since subjected Reynolds to numerous excessive demands for information, 

THE INITIAL PROCEEDINGS 

13. The Commission's investigHtion of the Joe Camel Campaign began on AU!,'Ust 

1, 1990, with the issuance of comprehensive Civil Investigative Demands ("CIDs") that required 

Reynolds to furnish, allIong other things, 

3 



09:24 us ATTORNEY'S OFFICE 005 

a. All document. referring Or relating [0 the Camel brands' target 
audience; and 

b. All documents refcrring or relating to the Camel brand's advertising 
and marketing strategies. 

14. Over the course ofthe next rour years, Reynolds produced more than 30,000 

documcnts and other items in response to the original and subsequent document requests, made 

witnesses available, and submitted reports from various experts. 

IS. Upon infomultion and belief, during this period the Commission slaff 

considered and rejectcd numerous different theories ofliability. 

16. .On May 10, 1993. the Commission's Bureau of Consumer Protection notificd 

Reynolds that it would recummend a complaint alleging that Reynolds violated Section 5 of the FTC 

Act by disseminating advertisements that appealed to underage smokers. 

17. Upon information and belief, after the submission of additional evidence and 

analysis by Reynold. the Commission refused to issue the proposed complaint. 

18. On March 2, 1994, the Bureau of Consumer Protection again notified 

. Reynolds thllt it would rccommend a complaint that allcged that Reynolds violated Section 5 of the 

. FTC Act. 

19. Again, the Commission rejected the staffreeommendation. On June 6, 1994, 

:by a vote of 3 to 2, the Commission directed the staff to close the investigation and took the 

extraordinary step of publishing the reasons for that final action: 

Although it may be intuitive to some that the Joe Camel advertising 
campaign would Icad morc children to smoke or lead children to smoke 
more, the evidence to support that intuition is not there .... Because the 
evidence in the record does IIOt provide a reason to believe that the law has 
been violated, we cannot issue .. complaint. 

4 
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THE SUBSEOUENT PROCEEDINGS 

20. The Commission's decision to close the investigation brought no relieffrom 

harassment for Reynolds. Instead, in 1995 the Commission staff once again initiated an 

investigation targeting tile Joe Camel Campaign. This investigation continued for three more years. 

During this period, Reynolds received four additional document requests asking Reynolds to search 

: millions of documents in its possession. These document requests involve time periods and 

. categories of evidence that the Commission staff had previously determined Reynolds did not have 

to search. At no time, however, did the Commission staff provide Reynolds with notice and 

opportunity to be heard on the reopening of the investigative file, and at no time did the Commission 

. follow its procedures and formally reopen the investigation. 

21. The Clinton Administration and some members of Congress also expressed 

:impluClIble opposition to the use of Joe Camel in advertising: 

a. On October 16, 1995, the Food and Drug Administration proposed 
regulations that would ban the use of Joe Camel in villually all 
advertising. 60 Fed. Reg. 53560 (Oct. 16, 1995). 

b. On July 30, 1996, Congressman Tim Roemer sent a letter to the 
Commission, co-signed by 66 other Members of Congress requesting 
that the Commission "reopen and complete its investigation started 
in 1994." 

c. On August 26, 1996, Presidem Clinton, in announcing final FDA 
regulations, 61 Fed. R.eg. 44396 (Aug. 28, 1996), stated "[wJith this 
histone action today, Joe Camel and the Marlboro Man will be out of 
our children'S reach forever." 

22. On March 12. 1997, the stalfnotified Reynolds that it was again requesting 

the Commission to file a complaint against Reynolds. In so doing, the Commission staff failed to 

fOllow long-standing 'Commission practice by affording Reynolds an opportunity to rebut the 

5 
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complaint allegations prior to forwarding its complaint to the Commission. Tllis WaS at least the 

third proposed complaint by the staff against Reynolds since the initial CIDs issued in 1990. 

23. On Beveral occasions, Chairman ritofSky Informed Reynolds that, in 

accordance with Com/russian Rules (e.g., 16 c.F.R. §§ 2.31, 3.72), "new evidence" was the sole 

basis for the proposed complaint and (hat, if Reynolds wanted to be heard, it should immediately 

: seck appointments with the Commissioners. Reynolds protested that it had not had an opportunity 

. to meet with staff and that it was not offered enough time to produce evidence in respOnSe to the 

; proposed new complaint, but nonetheless did so. 

24. At meetings with the Commissioners, Reynolds again presented facts that 

. showed that there was no legal or factual basis for the Commission to reverse its 1994 decision to 

'close the investigation. As for the "new" evidence, Reynolds informed the Commission that a nearly 

:completed national survey then being conducted by an independent research organization wpuld 

:show Camel's share of undcrage smokers ro be nearly the same level Complaint Counsel claimed 

it was before the Joe Camel Campaign was conceived. This evidence directly contradicted a crucial 

paragraph of the proposed complaint. 

25. On May 27, 1997, the office oC Chairman I>itotsky requested additional 

information about the new survey. Reynolds explained that tinal results of the survey would be 

available on May 29, 1997. 

26. On May 28,1997, the Secretary of the Commission informed Reynolds that 

the Commission had met that day and voted 3-2 to issue a complaint allcging that the Joe Camel 

Campaign violated Section 5 of the FTC Act, IS U.S.c. § 45. The Commissioners who were on the 

Commission in 1994 did not change their votc. The two Commissioners appointed by President 

6 
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Clinton votcd in favor of the complaint, 

27. Upon information and belief; prior to its notification of Reynolds, the 

Commission had alrcady notified numerous media outlets, Members of Congress, and Clinton 

Administration officials of the meeting and of a 2:00 p.m. press conference announcing the 

complaint. 

28. At the press conference, Complaint Counsel described the "underage tracking 

data," which supported their "reason to believe" a violation of the law has occurred, as having been 

"available to the Commission at the time it made its original [1994J decision." 

29. On May 28, 1997, Donna Shlllala, Secretary tor Health and Human Services, 

stated: "[t]hc Clinton Administration is committed to kicking Joe Camel and others who glamorize 

tobacco products out of our children's lives. " 

30. On May 29, 1997, Reynolds received the expected survey results, which 

: reveuled that Camel's market share among underage smokers was 3 percent -- approximately the 

_ same level that Complaint Counsel claimed was its sharc prior to the advent of the Joe Camel 

Campaign. 

31. On June 9th, 1997, Reynolds was served with document requests and 

: interrogatories that would require the review of over tour million pages spanning 25 years of 

-Reynolds' operations. 

1 through 3 1. 

COVNTI 

VIOLA TION OF COMMISSION PRACTICE AND 
THE ADMINISTRATIVE PROCEDURE ACT 

32. Plaintiffs reallege and incorporate by reference the allegations of paragraphs 

7 
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33. Upon information and belief, the Commission did not authorize a reopening 

of the investigation as required by Commission rules. 

]4. The Commission failed to follow its own Rule 2.31, 16 C.F.R. § 2,31(a), as 

well as its customary practice, which provide respondents an opportunity to submit relevant 

information prior to the recommendation of a complaint. 

35. The Commission failed to follow its own Rule 3.72, 16 C.F.R § 3.72(b), 

which requires the Commission to justifY the reopening of a Commission proceeding based on 

changes in fact, changes in law, or the public interest. Instead, without any new evidence that would 

contradict its prior conclusion, and in conscious disregard of exculpatory eVidence, the Commission 

ncted to open its investigation (de facIO) and, as a consequence, issued an administrative complaint 

· in response to political pressure from the Administration and Members of Congress. 

36. The Commission's relentless investigation despite formal closure of its 

· investigation on Jone 6, 1994, in disregard of its own rules and procedures, and its de faCIO 

· reopening of that investigation in response to political pressure and without new evidence to 

contradict its prior decision, has so taintcd the investigatOlY and adjudicative processes as to 

contravene the Administrative Procedure Act. 5 U.S.C. §§ 554, 556, and 706(2)(B),(D). 

COUNT II 

GOVERNMENT IN THE SUNSHINE ACT VIOLATION 

37. Plaintiffs reallege and incorpora.te by reference the allegations of paragraphs 

1 through 36. 

38. The Commission's May 9, 1997 Noticeofits closed May 28 meeting listed 

one item on the agenda: "Consideration of various courses of action in a nonpublic Pal1 II matter" 

8 
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According to the Notice, the Commission had voted unanimously on May 8, 1997 to close this 

meeting to the pUblic. 

39. Pursuant to the Government in the Sunshine Act,S V.S.C. § 552b, it is the 

, practice of tho Commission, when meeting to consider bringing a complaint, to provide notice that 

it will meet for "eonsiderntion of enforcement action in a nonpublic Part II matter." 

40. The Commission's May 19, 1997 Notice announced the addition of a 

nonadjudicative matter to the Commission's meeting agenda for May 28, 1997: "Consideration of 

: enforcement action in a nunpublic Parr II [investigatory] matter." 

41. On May 23, 1997, the Corrunission announced the deletion from the May 28, 

1997 agenda of the nonadjudicative item that had been noticed on May 19, 1997. 

42. The May 9, I!>, and 23 Notic'es were nut published in the Federal Register, 

nor did any of the three Notices designate an official (as well as the official's phone number).,who 

would respond to inquiries about the meeting on May 28, 1997. 

43. V pon information and belief, in no week over the past two years other than 

tho week of May 26 has the Commission failed to provide meeting notices on its Website and on the 

fTC "Weekly CalcndaJ' and Notice of , Sunshine' Meetings." The Weekly Sunshine Calendar for the 

week of May 26, 1997 was suppressed by the Commission until May 30 -- two days after the 

Conunission Vole. 

44. V pan infomlstion and belief, the Commission did not vote at the beginning 

of its May 28, 1997 meeting to close that meeting. Even if such a vote were taken, it was never 

made public. 

45. Upon information and belief, the Commission did not promptly make 

9 
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available to the public the minutes or transcripts, or a portion thereof. of the May 28, 1997 

Commission meeting. 

46. Upon information and . belief, the Commission never made available to the 

public the minutes or transcripts, or a portion thereot; of the June 6, 1994 Commission meeting. ~ 

~ paragraph 1 I. 

47. The failure to announce its closed May 28, 1997 meeting. the failure to make 

public its vote at the beginning of that meeting to close that meeting, and the failure to make public 

. any part of the transcript of the May 28, 1997 and June 6, 1994 meetings violate the Govemment 

. in the Sunshine Act. 5 U.S.C. § 55Zb and 16 CFR § 4.15. 

CQUNTID 

DUE PROCESS CLAUSE VIOLATION 

4&. Plaintiffs reallege and incorporate by reference the allegations of paragrll.phs 

I through 47. 

49. The Commission has continuously investigated Reynolds' Joe Camel 

Campaign since 1990. 

50. The Commission has failed to follow its own Rule 2.31, 16 C.F.R. § 2.31(a), 

as well as its customary practice, which provide respondents an opportunity to submit relevant 

information prior to the recommendation of a complaint. 

51. The Commission failed to follow its own Rule 3.72, 16 C.F.R § 3.72(b), 

which requires the c:pmmission to justity the rcopening of a Commission proceeding based on 

changes in fact, changes in law, or the public interest. 

52. The Commission has failed to follow its own Rule 4.15, 16 C.F.R. § 

10 
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.- ....... . 

4.15( a)( 4), which requires public notification of Commission actions. 

53. The Commission's filing of a complaint in 1997 with no new relevant 

evidence was in response to direct political pressure from the President and Members of Congress. 

54. The Commission's reopening of its investigation without new evidence, 

disregard for its own rules and procedures, and the filing of a complaint in response to undue 

political pressure has so tainted the investigatory and adjudicative processes as to contravene 

. Reynolds' due process rights under the Fifth Amendment of the United States Constitution. 

WHEREFORE, Plaintiff R.I. Reynolds Tobacco Company demands judgment against 

Defendants, Federal Trade Commission and Chairman Robert Pitofsky, as follows: 

A. An Order declating that (1) the decision to reopen the investigation of the Ioe Camel 

Campaign on May 28, 1997, after nearly seven years of investigation, was invalid because of 

unreasonable delay, unlawful harassment, and undue political pressure. and is void under 5 U.S.C . 

. § 706(2)(B) and (D); and (2) the decision to reopen the investigation ofthe Joe Camel Campaign 

on May 28, 1997 is contrary to established FTC practices and its own regulations and is void under 

5 U.S.C. § 706(2)(D). 

B. An Order requiring the Commission to close its investigation and withdraw its 

complaint against Reynolds regarding Joe Camel advertising and permanently enjoining the 

Commission from (1) holding an adjudicative hearing on the lawfulness of such advertising because 

of harassment and political interference; or (2) holding an adjudicative hearing on the lawfulness 

of such advertising without first complying with the practices and regulations of the Commission; 

and (3) granting such further rdiefas the court finds appropriate. 

I 1 
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C. An Order declaring the Commission violated the Govenunenl in the Sunshine Act 

and in own Rules of Practice, enjoining the Commission from future violations of the Government 

in the Sunshine Aa and its own Rules of Practice, requiring the Commission to prOVide Reynolds 

II full and complete copy of any minutes or transcript [rom its meetings on June 6, 1994, and May 

~8, 1997, as well as all other meetings pertaining to [he Joe Camel Campaign, and awarding Plaintiff 

reasonable attorneys fees and other litigation costs pursuant to 5 U.S.C. § 552b(i). 

Respectfully submitted this 17th day of June 1997. /' 

X. 'crl. W. ~,- Dov--

12 

K~ith W. Vaughan -----z,/' 
N.C. State Bar No. 6895 
Martin L. Holton, III 
N.C. State Bar No. 12632 
Amy L. Bircher 
N.C. State Bar No. 21926 
WOMBLE CARLYLE SANDRIDGE & 

RICE, PLLC 
1600 One Triad Park 
200 West Second Street 
Winston-Salem, NC 27101 
(910) 721-3600 

James F. Rill 
John B. Williams 
WilHam C. Macleod 
Judith L. Oldham 
COLLIER, SHANNON, RILL & SCOTT 
3050 K Street, N.W. 
Washington, D.C. 20007 
(202) 342-8400 

Ernest Geilhorn 
2907 Normanstonc Lane, N.W. 
Suite 100 
Washington, D.C. 20008-2725 
(202)319"7104 

Attorneys For Plaintiff 
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Tuesday June 17 5:07 PM EDT 

Company Press Release 

Inside Information 
for Net Professionals 

Source: R.J. Reynolds Tobacco Company 

R.J. Reynolds Tobacco Company Statement on Complaint Filed 
Against the Federal Trade Commission 

WINSTON-SALEM, N.C., June 17 IPRNewswirel -- R.J. Reynolds Tobacco Company today released 
the following: 

When the Federal Trade Commission voted on May 28 to issue a complaint against the Joe Camel 
advertising campaign, we said that action was unprecedented, unfounded and unwarranted. Even to 
reopen the investigation ended in 1994 because the facts did not support the allegations, the FTC had to 
show new facts not available then. It has one: a 75% plummet in underage smoker interest in Camel. 
Instead, the FTC contorted its statute, bringing a rarely used claim of "unfairness." The facts suggest 
that the only thing unfair about the Joe Camel case is the way the Commission has proceeded. Indeed, 
our review of the Commission's path to its complaint revealed a relentless pursuit of Joe Camel paved 
with egregious flaunting of law and procedures. 

As the lawsuit we filed in federal court today indicates, the FTC action against Joe Camel violated not 
only the Commission's own rules and procedures, but also the Administrative Procedure Act, the 
Government in the Sunshine Act and the Due Process Clause of the Fifth Amendment of the United 
States Constitution. We have asked the court to review the facts -- which clearly demonstrate an agency 
engaged in harassment and political interference in a fair process -- and order the Commission to close 
this investigation, to withdraw its complaint against Joe Camel and to be enjoined. against such future 
violations of law and procedure. . 

Reynolds Tobacco did not take this action without great consideration. But the facts overwhelmingly led 
us to conclude that it would be wrong to passively allow our government to ignore its own rules, the law, 
and the Constitution for the sake of political expediency. Indeed, we believe that we have a 
responsibility to take a stand on behalf of all advertisers subject to FTC regulation to preserve the 
integrity of the Commission's proceedings. 

SOURCE: R.J. Reynolds Tobacco Company 
Contact: Peggy Carter, R.i. Reynolds Tobacco Company, 910-741-7674 

More news for related industries: advertising, healthcare, tobacco. 

06/17/9718:05:21 



MEMORANDUM 

TO: Bruce and Elena 

FROM: Chris 

RE: TOBACCO REVENUE MEETING TODAY AT IPM 

cc: Elizabeth 

DATE: June 12 

At Ipm, there will be a meeting to discuss (a) the legalities of how the Federal government can 
take a share of the tobacco settlement; (b) possible uses of the money. Representatives from 
HHS, Labor, Treasury, OMB, NEC, DPC and the Vice President's Office will be in attendance. 

Preliminary estimates suggest that the annual amount of the settlement reiated to Medicaid will 
be about $8 billion. Since the Federal government now pays 57 percent of Medicaid costs, on 
average, that means abo billion per year (the money will increase / phase in over time). 

I have asked HHS to be prim· ·ly responsible for the substance of the discussion. Their lawyer 
will discuss the legal issues. en, one of the policy people will suggest some general options 
for the use of the funds. It is sumed, in these discussions, that we will pass the $16 billion 
children's health initiative and ·s money will either supplement it or be used for something 
different. Examples of ideas i elude: expanding Medicaid for kids and using the $16 billion for 
grants for middle-income chil en; extending Medicaid for low-income seniors; funding public 
hospitals and clinics; and laun ·ng major research initiatives. 

The meeting is more idea gen ating than decision making. 

Please call with questions. 

PRESERVATION PHOTOCOPY 
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Talking Points on Tobacco Settlement Talks 

o The Administration is closely monitoring the settlement talks among the 
tobacco industry, state attorneys general, public health groups, and private 
lawyers. Any agreement would have to be passed by the Congress and 
signed by the President. 

o We will carefully review any settlement that emerges from the discussions, 
and we will seek the advice of the public health community. As the 
President has said, in reviewing any settlement proposal, our focus will stay 
squarely on protecting kids and the public health. 

Q: Would you support a settlement that caps punitive damages? That seems to 
be the key stumbling block. 

A: I'm not going to speculate on any particular aspects of a potential 
settlement. The Administration proposed the toughest measures ever to 
protect children from tobacco, and we are fighting in the courts to see that 
those restrictions take effect. Our focus in reviewing any settlement will 
stay on protecting kids and the public health. The President has made it clear 
he is not going to agree to anything with respect to tobacco that jeopardizes 
the public health. 

Q: Senator Lott and others are urging quick closure to the talks. They say that 
the window of opportunity is closing. Is the Administration trying to help 
close the deal? 

A: No. Because any settlement will have a profound and lasting impact on the 
public health, the Administration will have to consider a settlement in a 
careful and thorough manner. There will be no rush to judgment and no 
precipitous action. We are not going to take a position on a proposal until 
the Administration and the public health community have fully reviewed it. 
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PRELIMINARY IDEAS ON COVERAGE EXPANSIONS 

I ,. 

OPTION , 5-YRCOSTS COVERAGE DISCUSSION 

Premium Assi~iance for $12 b 3 million All Americans are vulnerable to losing their health coverage 
Workers between Jobs when they lose their jobs 

($2 b I yr) 
Gives funds to States to make coverage affordable as well as 
accessible 

Premium Assistance for $10 b 2 million Addresses large problem: 23% of 18-20 year olds and 32% of 
New Workers (Age 18-24)· 21-24 year olds are uninsured; also young adults were most 

($2 b I yr) likely affected by smoking advertising 

Gives funds to States to provid~ assistance to purchase basic 
benefits package 

Helping Small Businesses Gain Insurance $10 b 1.5 million Gives grants to states to develop voluntary purchasing 
cooperatives and provide premium assistance 

($2 b I yr) 
Addresses both issues of lack of access to group insurance 
and affordability of coverage for working families 

Medicare buy-In for people age 60-6.4 $5 b 0.5 million Changes in companies retirement benefits policies as well as 
the high cost of insurance for older Americans has created a 

($1 b I yr) growing problem for this group 

Administered through Medicare which they will eventually join 

Accelerate Self-Employed Deductibility $15-20b Negligible Makes tax treatment of self-employed and individuals 
purchasing insurance in the non-group market equivalent to 

Extend Deductibility to Non-Group ($3 b I yr) that of other workers 
Coverage 

Improves equity, not coverage 

Increase public health funding $5 b None Helps uninsured and under-insured people through public 
providers rather than insurance 

($lb/yr) 
Can target smokers or fund anti-smoking education .. 

Note. Esllmates are prelimInary & rough, covered people Includes only uninsured. 
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Legal Mfairs 

COMMENTARY many lega' 
tack on tel 

1 drainatic f 
of nicotine 
with the;' 

What,sj 

By Mike France & John Carey 

TOBACCO: DON'T JUMP AT THIS DEAL 

America now has all unprecedented 9Pportunity to save 
. 'millions of lives. With public outrage at Big 'fubacco hit-
, tmg all-time highs, and the industry's power sinking to 
new lows, it appears to be politiCally feasible-for the first 

, time e,:er--'toimpose a powerful regulatory regime on ciga
!. 'rettes, one of the world's deadliest consumer productS. 
~. . But there's a risk that 
:':; the' countrY will blow this 
" historic .opportunity. Well-' 
b{ publiciZed peace talks are 
:', now:un'der way over the' 
,.: 'future of toliacco. U nfortu, 
. . nately, these negotiation&:
~,.and ·the public deba~ 
:- . doinina~d by three groups, 
, "that do not necessarily 
i have society's best inter
,:.:0818 at· heart: the industry, ' 
': plailttiffs' lawyers, and at
t , tOrileysgeneritl from 24 ' 
:.' states that liave sued man
: ; nfiicturers. Rather thanfo
,. cuBing &n the regujation of 
r' tOJj¥;c6;:tlies~:plaiers l)av~ 
'f'. pu .. t ...• :.th.e.:pul.k .. P .. ftt. he .. ir ener" gy'futo'developing a $250, 
" .billion 10:$300 billion fund 
.' 'iharwould comPensate the 

'\'; industri.s a)leged vjctims. 
;. It's .clear what'they find " 
k,.appealing about such a .... 
r'deal: Pliiintiffs' ,lawyers '. 
~:,s~d to,'inak~lhundreds'of 
"'millions;~the'mdustry . 
, ~:, wants to liinit itS liability 
,.' and staIiilize'its stock valn-' 

; ations; and the state AGS 
:,WiU be able to crow about 
the billions tljey have won 
'for ,their ststes. 
, ~All0N. But these, 
. 'pe~ talks are worrisome. , 
, While it's tempting to grab 
.. the industry's billions now, 

'the 'price for such a mam-
·D)oth compensation fund will be far too In exchange for 
a ,share of tobacco's profits, the powerful at the bar-
gaining table may have to trade off the right to . regu-
late,everything from ,tobacco advertisjng to. 'nicotine content. 
While)he attorneys would obtain tougherliinits than those 
that'~ntly exist, there are already signs that they would 
faU.far short of what is needed to seriously slash toliacco 
use:'rh~n America's hands would be tied, since the negotia-

tors want to cement their deal in congressional legislatjon. 
Says fonnerFood & Drug Administration Commissioner 
David A. Kessl~r: ''We can't afford to buy.into a systelJ.l 
looks good today'·btit inayturn out not to.be effective." 

. Kessler is right. While there may come a time when . 
tlement talks are now isn't it. The . 

have been acllie'veel, sllou~dl 
the issue of a compensa-

. tion fund be addressed: 
"If there·isionly'a limited,' 
amaunt of money Ciill- , , 
able, it's always' better to , 
use that money to pre- . : 

, vent future loss than to .~ 
compensate p"o~le lor j 

~~~m~~~ as . choice may seem to he,' says Jef- #. 

n a professor, at the University of, VIrginia law \. 
and expert in injury-eompensation plans. Fro'ro' 

Taking tougher steps to prevent future smoking is po.iSiblell 
right now-without conceding anything to the industry.· An ',high: :if I 
enonnous legal hurdle to regulation fen on Apr. 26, wlien a ,to disoou 
North Carolina federal judge declared that the FDA has or quit;'.,l 
diction over tobacco, If the decision is upheld on appeal, as : but Ji!lUs 

,. 

The lawyers at the table are focusing too much on the 



Americans, so cigarette taxes may be a breed apart. Some 
, 'key Republicans liave signed onto a bill that ,would modestly 
~e: cigarette levies, and a record niunber pf stales are C9n

:Siderin'gboosti;. Th~ bil)ions of doll:u.-s raised colll4 be 'Used to 
see what the FDA can do finit. " 'fund education projrriuns apd hard-hitting antiiniioking !"'Ill-

be done? Looking forward, policy- ' paigns. Such revenues might eventually rail as consumption 

l
l~~~~~~~~~~l~so~m]e fundamental principles .. Uni- "'does,but that's the point, ~r all." ' " ,', '", #on. Kenneth E .. Wamer, Anotl!er.effective tool: strict curbs on ads and,promotions 

,er , All Americans,have the ',3imed'at kids., Right now, Ame.Ijca's youth are pomb~~ , , 
,m that air not tobacco smoke at work- With merchandise offers; clever ads in magazines 'and OIi'bill-

places; addicted smokers deserVe more help to boards, and alluring store displays-.-a'barely regulated free-• 
n set
-health 
oared 
which 

ica1 
d, still 
;ous 
right 
·~e. 

ng'par-

~ilfhe 
sJiare"a 
erest''in 

use tobacc«(;tdults~ho ' ,aruioimcecl new ad iestrictions last fail U. S.District Judge .-f:
~t~~~111,~an~d~~~~fiithie right to an environment ,for-ali. That's just what the FDA'Was ,trying to curb' wh~n'it; , 

William'L.'OstOOn·blocked 
the FDA;'; :i:d liinits in his 
recent ruling, buftbe U.s. 
Supreme Court on Apr. :is 
endorsed the government's 

, right to regufufe commer
cial 'speech'for,~e public 
good-a sign that some 
restrictions orCtoba2co " 
marketing are likely to be 
tolera~. ,', .. 

That's welcome newS: 
t focUs- II"""':. ". 
g,Big are 

smokes, , 
what)YiU be 

I jump on· 
bandwagon, I 

why aren't 

More than 9O%;0f.current 
smokers begmpuffing be- ' 
fore the' age of 18, and in 
'recent years sti~ enticEt
ments as cartOOh, charae- ' 
'ters and free, merchandise . 
have helped boost smok-

-ather 
~.:th~. 
ng m9n· 
states 

-eel huge 
. one 
t liih't 

! for 
ays Jef· 
inia law 

'n 

A pack, costs $4.80 it would be enough 
discourage children and push millions of adults to cut back 
quit, Admittedly, new taxes are a hard sell in Congress, 

polls show that Big 'lbbacco is a pariah to a majority of 

ing by kids. '!Ypically, 
they're well aware, of the 
hazards of srnQkjng, and 
they never intend to ' 
make it a lifelong habit. . 
But before they reach 
,adUlthood, they,re hooked" ' 

'"The big problem is tll3t", 
kids undereswnate,the '. 

, addictive power, of'ruc(}- ::'." ' 
,tine,", eXplaiiJ.s.NeaI ','" 
BenoWitz, .. an 'addiction ' e", ' 
pert at'theUruverslty Ilf ' 
California at san' Francis' 
co MedicalSchooJ:" :, 
, The message that . 

smoking is cool also, 
comes frorn secondary
source promotion through 
the mass mema, such as 

Hollywood 1Il0vi~s. There is a deliberate industry-funded ef-' 
fort to:get 'cigarettes placed in movies and, TV shows. "We're 
getting killed in the entertainment media," laments Gregory 
Connolly, director.of the tobacc(}-control project at Massachu
setts"Public Health Dept. It's a tough problem to solve, giv-
en the First Amendment. But it's 'worth trying to jawbone 
Hollywood into deglamorizing smoking, 

We also need to push companies and local government to 

he past, rather than on preventing future smokers 
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Legal Affairs 

WHAT WE SHOULD DO ABOUT TOBACCO 
POSTPONE THE SETTLEMENT TALKS Current negotiations amount to a 
backroom deal by lawyers and would give away too much to industry and 
hobble our ability to regulate in the future. 
-------------------------------------------------------------------
BAN ADVERTISING AND PROMOTION AIMED AT KIDS Without trampling 
the First Amendment, we need to keep the industry from hooking smokers early. 
-------------------------------------------------------------------

" ,I RAISE TAXES Boost the price of cigarettes-by as much as $2 a pack-to 
.. ' I dramatically cut sales, especially to kids. , 
~ { --------------------------------~---------------------------------- .J 

. EXPAND SMOKE-FREE WORKPLACES AND PUBLIC AREAS Studies show i 
:;,! that when a company bans indoor smoking, nearly 25% of its smokers quit i: I ::, i ~~~ _ ~~h_e_r:_c_~t_ ~~:~~~c:r:_ :~a!:: _n_e:~_!o. ~~~~ ~!'~ _ _ _ _ _ _ _ _ _ _ ___ _ _ _ _ _____ _ _ _ (! 
:"'1 DISCLOSE AU INGREDIENTS Adults could make more reasoned decisions. i·'· V ~_o_",: _~~~~ _s_~~~:~s_ ~~i!,~_ :I~~e:_ :~~a!:!t:~ _ ~r:_ :~f:! _t~~!'_ ~~c_o_t~~:,!l~!:~::._ _ __ _ l . 
1" KEEP FDA ON THE CASE Current rules barring tobacco sales to kids are only '" . . . . .' I' 
t:t-,::t~rt. ~~:::.~.~ st:~g regUlat~~::han-~~~~t~:'ld ,impos~,furt.her restrictio~-=--.-~~ 'o~ _. _ .• -~;!J., 
,:,lilliikeeverything from offices to-sections of·restaurants on radIO andTV·tobacco ads, for.example, .comparue,s .re-. 
'-··".s~9Ke;.free. !!It's the-mast"effective Single·_-irit~h:v_ention/' boUnded With' a 'series pf.straf,e~es-frOni~nier~~e ;' ·1 

:~Y1' Stanton A. Glantz, a prominent antito!>acco activist. giveaways to sports sponsorshipg.-.,o.that reached: imptes- i 
:-Y'h.' en a comp.any bans smoking, abo.ut on<Hjuart. ..er of sionable youth. . " "'j 

-· .. ~smokers 9Ult. and the rest cut back 2()1fo.:But.~~e·have a is in ' 
.... long .way to go. Anew' Massachusetts surv~y shows that 
'.: m:1995, 35% of companies iIi the state· stilldidiI't have . 1 
,·,.su.c.h.ab.an'4and. Massachusetts is' one. ofth .. e.more en- . 
(,,:lightel)ed states· on thiB iSsue. ' ; -':' .'::', of. r ... ':.Iiulividuals should be free to smoke,.of course. But full totheir'own in,' I 
i' 'disclosureof all the ingredients in tob3CC()-,:o-and their ef- the industry·to·pay. for their '1' 
~~ \{~~~1S crtldat if people are to make' Plore rationat ' 
:' .·,ChOlceS; MassaChusetts.offiClaJs;~usmg .recel)qocus"; .. ,.'. '. 
i 'g'ioiijiS; disciivered 'that a'majority of smokers.lielieve· . , 
; "lite" cigarettes offered a safer way to quit than uicotine ~ I 
, patcbe.s did.'That's because the patches come:with an ex- ' .. 1' 

;-i,tensive list of.warnings about tljeir'dangers; while' ciga- ,. 
:·!jttes; despite containing a' bevy of more l:!>xic ,inirredi- i 
'; -ents,.saynextto nothing about their' dangers, '. "'. i 
'~ '"!!'!'EP. We may also want to cfrnside(the.cOutroyersial l . I 
•. :;iqea 'of redu¢iiig the'· level of rucotl1)e In cigarettes. Waf' I 

7 rewa conc~vably anow teeiiage(s to ttkpenment mth ,to- . I 
""bacco without getting hooked. It would also take away 
,the,most cOmpelling reason for adult smoking."We~ve 

.' : jlru:g~ly .won· the public-health battle if. we. ~e t.be meo-
'01tt " says a fenner· FDA laWyer. 

it may never be. worth handing 
indluslOlWblanket iIriint}ruty from .liability solely in . 

a ccimpensati'on fund. There's no" reason to 
,,- - _. -- deprive people of their day in court, . 

THE POWER OF TAXES 
A recent study shows the strong 

correlation between high cigarette 
taxes and reduced consumption, 
especially among young people: 

i especially ',since the FDA'S recent 
triumph" in :"ourt has ;reduceq the 
heed to provide the tobacco industry 

·legal protection in exchange for 
'tcoope~tion~- ." 

PROPOSED TAX 
INCREASE 

REDUCTION IN 
NUMBER 
DFYDUTH WHO 
SMOKE 

. ,.Americail,! at a .crucial ,crossiaads, ,. . 
REDUCTION IN .. The tobacco"industry. is on·tlie run,'" : 
~~G:S~~IDN J and there \sa. uniqu~.opportunityto 
BY "shape,'the future. Let's not rush into· '. _____________________ ~O~~"- __ __ _ , ·.~:Iawyei--driven deal that'sacrlf!~e,s " 

$1.00 25% 50% 
------------------------------
$2.00 40% 70% 

DATA; CHALOUPKA & GROSSMAN FOR rtATIO/iAl BlIREAlI Of 
ECONOMIC RESEARCH, BW 

, 'this·.once-m-a-l1fl!tlme chance to'kick· 
• tbe:tobacoo jlabit. . '.' " ...... 

Mike France 'cav""ilegalajfairs 
from New York, and John Carey re' 

. ports on health from Washington. 
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CAMPAIGN {ov TOBACCo-fREE icAf 
NATIONAL CENTER FOR TOBACCO-FREE KIDS 

TO: Bn:ce Undsay, Bruce Reed 

FROM: Matthew Myers 
Executive Vice President and General Counsel 

DATE: April 29, 1997 

SUBJECT: Summary of Status of Discussions on FDA Related Issues 

As you requested, the following Is a summary of the discussions that have taken 
place with the tobacco industry concerning FDA related issues and closely related other 
public health issues. TheSe discussions all took place prior to the decision in 
Greensboro and, therefore, do not reflect any modifications in light of Judge Osteen's 
decision. . 

1. Youth Access 

\ 

The industry agreed to the full substance of the August 28 FDA youth access 
provisions under the authority of the FDA. In addition, the industry agreed to:-

A. A ban on all vending machines; 
B. The placement of tobacco products behind the counter and out of reach of 

consumers 
C. The prohibition of mail order sales, unless the industry can convince us that 

they have an effective mechanism to restrict sales to adults; 
D. Parallel enforcement authority with state attorneys general and the power of 

FDA to contract with other state and local authorities to enforce the rules; 
E. Enforcement to in dude unannounced, random stings; 
F .. Funding from the tobacco industry to pay the cost of enforcement for both 

FDA and the state authorities with enforcement power; 
G. A nationwide licensing system for ail sellers of tobacco products with a 

system of graduated penalties and license suspension.; 
H. The power of FDA to augment and modify these rules after a set period of 

time not to exceed 7 years; 
I. States and local governments would not be preempted from enacting 

stronger laws. 
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2. MarKeting and Advertising 

The industry agreed to the full substance of the August 28 FDA advertising and 
ma~eting provisions under the authority of the FDA. In addition, the industry agreed to: 

A. The elimination of all billboards and outdoor signs, including all signs in 
./ stadiums and arenas and signs in enclosed areas, such as stores, that face . 

outwards; • 
B. The elimination of all human images and cartoon characters from all 

./ advertising, including on cigarette packages; . 
C. Additional restrictions on point of purchase advertising regarding the 

placement on point of purchase ads to limit their size and remove them from 
the line of sight of children and from close proximity to candy and other goods 
likely to attract children; 

D. The elimination of intemet advertising and the agreement on the use of 
I whatever technology is available to restrict access to tobacco advertisements . 

that are placed on the intemet from foreign countries; 
E. The prohibition on product placement in movies and on TV and the 

prohibition on any payments or fees to celebrities to smoke in movies or on 
TV or to otherwise glamorize tobacco use; 

F. An agreement to consent to the placement of all of the advertising restrictions 
contained in the August 28 FDA Rule plus the above noted restrictions in 

./ private binding agreements and/or in consent decrees to insulate the 
restrictions from First Amendment challenges by parties outside the tobacco 
industry 

G. The power of FDA to augment and modify these rules after a set period of 
time not to exceed 7 years . 

3. Public Education/Counter Advertising 

This issue was not directly addressed in the final FDA Rule. The industry has 
ragreed to provide funds for a major nationwide public education/counter advertising 
program similar to those found in Massachusetts and California. It was agreed that the 
industry would have no say over the content or lacement of the ro ram, that the 
funding would be guarantee ,and that, to the extent possible, the program would be 
insulated from political pressure. 

The program could be administered by FDA. the CDC, or an independent entity. 

\'><. *"- \"' ~ I ~ \ "' ...... \.0.. t;... ..,.. il.:.. In.. \; I.. . 1 
~, t \Ao t (l,.. \+ ;." "-' '--t '\"'" 1" &\A • '1 • 

4. Health Wamings 

FDA does not have authority over package warnings. The industry has agreed 
to a revision of the warning label system. They have agreed to replace our current 

3/7 
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wamings with the more specific, more detailed Canadian wamings (probably with 
attribution to the Surgeon General), including a warning on addiction, to move the 
wamings to the front of the cigarette package (and the most prominent side of the 
smokeless tobacco product package). Discussions were continuing on the exact format 
of the warning. We were pushing for the Canadian format (25% of the top of the front 
with white lettering on a black background. They last offered 20% of the front with 
black lettering on a white background). 

5. Performance Standards 

The concept of performance standards are implied in the FDA Rule, but only with 
. regard to the modification or supplementation of the youth access and marketing 
restrictions. @iscussions with the industry have also focused on performance standards 
tied to economic sanctions if youth smoking rate reduction targets are not met. The 
concept has been agreed to although the exact formula is still being diSCUSSed] . 

6. Funding for State and Local Tobacco Control Activity 

It has been agreed in principle that~tate and local tobacco control activity 
modeled after the successful ASSIST program would come out of tobacco industry 
funds]While the exact amount has not been discussed with the tobacco industry, 
discussions among our side would permit the ASSIST program to be fully funded in 
every state from these funds. 

7. Tobacco Cessation 

\9utoffunds to be provided by the industry, funding would be provided for 
tobacco cessation program~nd devices for those who want to quit and for whom the 
cost is an issue. . 

8. Protection from Environmental Tobacco Smoke 

Discussion of protection from environmental tobacco smoke has not reached a 
final conclusion. Preliminary discussion has indicated a ~ntative agreement to restrict 
tobacco use'in public places and virtually all workplaces to locations that are separately 
ventilated to the outside and through which non smokers need not pass] To avoid 
heavy opposition from the hospitality industry, restaurants and bars would probably be 
exempted, but state and local governments would be ermitted to enact more restrictive 

Ulrem governing these and all other areas. This would replace the need for 
OSHA to complete its difficult and controversial rulemaking. . 

9. Public Disclosure/ Public Position on Tobacco and health Issues/Corporate 
Behavior 

Documents: This remains a somewhat open issue. The industry has agreed to 
disclose all internal health research related documents. (!here has been discussion 
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about disclosing intemal memoranda which contain any reference to health, toxicity, 
addiction, drug dependence. and marketing to kids, but no final resolution. J 

Public Position on Health Issues: The industry has said it 60es not intend to 
make a public admission as Liggett did In its settlement, but has arso said that it will no 
longer challenge the scientific conclusions about the causal link between tobacco use 
and disease and nicotine and addiction] The enforcement mechanism and form of this 
new posture is still unclear and needs to be worked out. 

Corporate behavior. There has been~lk about requiring the adoption of a 
corporate code of behaviodMth outside monitors. reports on steps the company is 
taking to comply with the FDA rules. financial incentives and disincentives for 
employees who comply or are found to encourage noncompliance. These would be 
modeled after agreements entered into in the environmental areas with corporations 
charged with violations of the environmental laws. 

10. General Authority of the FDA 

It was_agreed that FDA would be the agency with primary authority over tobacco 
and that the~DA's authority would be as extensive as the authority it exercises over 
products like drugs and medical devices] Prior to the Greensboro decision. it was . 
envisioned that a(Separate chapter would be created for tobacco that would not be 
intended to cut baCk the agency's authority. but would be intended to also address 
specific issues related to tObacco] . 

Whether a separate chapter makes sense in light of the Greensboro decision 
should be revisited, but whether a new chapter is created or not, it still makes sense to 
specifically address some issues specific to tobacco. 

The discussions produced broad agreement over FDA control subject to one 
condition. that FDA authori not result in a ban on the manufacture and sale of tobacco 
products to adults - directly or indirectly The following is not necessarily inclusive: 

A. It was agreed that FDA's normal authority to inspect, enter manufacturing 
plants, demand certain recording keeping, enforcement. etcetera would 
apply; h. 

B. It was agreed that the~dustry would be required to provide FDA with all ... ~t; ~ 
research it conducted and all information it received that relates to health, ... l--'" 
toxicity. addiction, drug dependence, etcetera and that the industry would 
have the power to subpoena such information;] 

C. With regard to non tobacco ingredients. 
• the industry agreed that no su.ch ingredient should be permitted unless 

it has been tested and proven safe when used as it would be used in JL..r i s 
the tobacco product. The burden would be on the industry to provide. 
FDA with such data pursuant to a rule promulgated by the agency. -ttuJ: 
The standard would apply to new ingredients immediately. but there 
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would be a five year grace period for ingredients already in tobacco 
products on the date of enactment. 

• The Industry would be required to provide FDA with a list of ingredients 
by brand and by quantity in each brand. 

• FDA would be permitted to require the public disclosure of ingredient 
information as it does for foods in a manner that does not disclose 
trade secrets, i.e. flavoring that had been tested and approved as safe 

• for use in a burning tobacco product could be identified in the same 
manner as flavorings are disclosed on foods. . 

D. FDA would be given thel~uthority to require a new system for testing and 
disclosur~f nicotine, tar, and other factors that FDA determines that the 
public should know to protect the public health. 

E. FDA would have its typical authority over the manufacturing of the product, 
including the establishment of Good Manufacturing Practicing Standards, 
product quality criteria, pesticide residue standards, etc. 

F. Products sold that a reasonable consumer would believe pose less of a 
health risk. It was agreed that FDA should have specific broad authority over· 
any product that a consumer would reasonably believe poses a reduced 
health risk. This includes products ranging from traditional low tar products to 
higher technology products like Eclipse and COUld, if FDA so desired, include 
Alternate Nicotine Delivery Devices that do not contain tobacco. It was 
agreed that 

• the manufacturer would be barred from saying anything about such a 
product that could be reasonably be interpreted to state or imply a 
reduced health risk unless the manufacturer had proven to FDA that 
the product scientifically did in fact "significantly reduce the risk to 
health" from ordinary tobacco products and in that case, 

• FDA would have to approve all claims (direct or implied) as well as the 
content and placement of any such advertisements to prevent the 
public from being misled and to prevent the advertisement from being 
used to expand or prevent the contraction of the marketplace. 

• The industry would be required to notify FDA of any technology that 
reduced the risk form tobacco products and to cross license all such 
technology 

• The industry raised its desire to explore a system to provide incentives 
to produce less hazardous products. No detailed discussion has taken 

_ place or agreement reached on this concept. 
G. LRegulation of the tobacco components of the product, including but not 

limited to nicotine] It was agreed that FDA must have the authority to 
regulate and reqUire the modification of the tobacco components of the 
product to protect the public healthWbject to the condition that such product 
regulation could not be used to produce a de facto ban:\Oetails of this 
important issue had only been explored in the most prelimina way. 

t
Emp aSI In me q/ScusS/ons was p ace on e au o~ y of FDA to regUlate 
nicotine and not on imposing a particular long term answer with what to do 
about nicotine. . 
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H. Enforcement - FDA would have its normal enforcement authority. It would be 
supplemented by Parallel enforcement with state attomevs general and 
enforcement authorities related to the licensing system noted above.. In 
addition. competitors within the industry would be able to bring actions 
against others in the industry who they believed had violated their obligations 
under the Ad. 

7/7 
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